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Header Text: ¢4591001

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

Subject No: 11171141

Gener ated 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.

Protocol version

1. | Select appropriate response - | 08 SEP 2020

What cohort does the
subject belong to?

2. | Select appropriate response - | 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: 11171141

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

I nformed Consent

1. | Consent Was: OBTAINED

Date Written Consent Obtained
Sep/22/2020
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Header Text: c4591001

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

Subject No: 11171141

Generated By: (b) (4)

Form: DEMOGRAPHY

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

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

eCRF Audit Trail History

Demography
1. | Subject ID [11171141]
2. | Birth Date: (b) (6) 1947
3. | Sex: FEMALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that WHITE
apply):
6. | Racial Designation:

*** Confidential***
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 11171141

Generated By: (b) (4)

Form: DATE OF VISIT

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

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

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Sep/22/2020

2. | Erroneous Visit

Comments

Page 4 of 616

*** Confidential***
FDA-CBER-2021-5683-0795675




090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 11171141

Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

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

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

Form Comments

Inclusion Criteria Not Met

1.

Description of Inclusion Not Applicable

Criterion Not Met

Exclusion Criteria M et

2.

Description of Exclusion | Not Applicable

Criterion Met
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form: DISPOSITION - SCREENING

Form Version: 15-Sep-2020 21:52 Form Status. Data Complete, Locked, Frozen, Verified

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

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/22/2020

Completion/Discontinuation

/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: Not Applicable Comments

[]
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form Version: 22-Apr-2020 21.03

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

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

eCRF Audit Trail History

Medical History Details

La || Line/MH Number:

[1]

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

[CANCER, CERVICAL]

Start Date: Jul/15/1992
Ongoing: NO
End Date:
Jul/31/1992

1b Line/MH Number:

[2]

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

[HYSTERECTOMY, TOTAL]

*** Confidential***

Start Date: Jul/31/1992
Ongoing: NO
End Date:
Jul/31/1992
1. || LineMH Number: [3]
Disease/Syndrome [HYPERTENSION]
/Surgery/Non-Drug
Allergies/Drug Allergies:
Start Date: UNK/UNK/2000
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: 11171141
Generated By: (b) (4)

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

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

1d || LineMH Number: [4]
Disease/Syndrome [RESTLESS LEG SYNDROME]
/Surgery/Non-Drug
Allergies/Drug Allergies:
Start Date: UNK/UNK/2005
Ongoing: YES
1€ || LineMH Number: [5]
Disease/Syndrome [ANEMIA]
/Surgery/Non-Drug
Allergies/Drug Allergies:
Start Date: May/UNK/2020
Ongoing: YES
Lf || Line/MH Number: [6]
Disease/Syndrome [OBSTRUCTIVE SLEEP APNEA]
/Surgery/Non-Drug
Allergies/Drug Allergies:
Start Date: May/UNK/2020
Ongoing: YES
L9 || Line/MH Number: [7]
Disease/Syndrome [BARRETT'S SYNDROME]
/Surgery/Non-Drug
Allergies/Drug Allergies:
Start Date: UNK/UNK/2007
Ongoing: YES
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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, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171141 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Lh 1] LineMH Number: 8]

Disease/Syndrome [BULGING DISC, LUMBAR]

/Surgery/Non-Drug
Allergies/Drug Allergies:

Start Date: UNK/UNK/2016
Ongoing: YES
Li 1] Line/MH Number: [9]
Disease/Syndrome [OSTEOARTHRITIS, HIP, BILATERAL]

/Surgery/Non-Drug
Allergies/Drug Allergies:

Start Date: UNK/UNK/2016
Ongoing: YES

L || Line/MH Number: [10]
Disease/Syndrome [HERNIA, ABDOMINAL]

/Surgery/Non-Drug
Allergies/Drug Allergies:

Start Date: UNK/UNK/1989
Ongoing: NO
End Date:
Dec/UNK/1995
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Header Text: c4591001

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

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

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

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

LKA Line/MH Number:

[11]

Disease/Syndrome

/Surgery/Non-Drug
Allergies/Drug Allergies:

[TONSILLITIS]

Start Date: Apr/UNK/1977
Ongoing: NO
End Date:
Apr/UNK/1977
L1 1] Line/MH Number: [12]
Disease/Syndrome [TONSILLECTOMY]
/Surgery/Non-Drug
Allergies/Drug Allergies:
Start Date: Apr/lUNK/1977
Ongoing: NO
End Date:
Apr/lUNK/1977
Lm || Line/MH Number: [13]

Disease/Syndrome

/Surgery/Non-Drug
Allergies/Drug Allergies:

[OSTEOARTHRITIS, KNEE, BILATERAL]

Start Date: UNK/UNK/1967
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: 11171141
Generated By: (b) (4)

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

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

Ln ! LineMH Number: [14]
Disease/Syndrome [ARTHROSCOPIC SURGERY, KNEE, BILATERAL]
/Surgery/Non-Drug
Allergies/Drug Allergies:
Start Date: UNK/UNK/2012
Ongoing: NO
End Date:
UNK/UNK/2012
1.0 || Line/MH Number: [15]
Disease/Syndrome [IDIOPATHIC NEUROPATHY, LOWER EXTREMITY, LEFT]
/Surgery/Non-Drug
Allergies/Drug Allergies:
Start Date: May/UNK/2020
Ongoing: YES
1p || LineMH Number: [16]

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

[CHOLELITHIASIS]

Start Date: UNK/UNK/2006
Ongoing: NO
End Date:
UNK/UNK/2006
Page 11 of 616
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Header Text: c4591001

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

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

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

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

19 || Line/MH Number: [17]
Disease/Syndrome [CHOLECYCSTECTEMY]
/Surgery/Non-Drug
Allergies/Drug Allergies:
Start Date: UNK/UNK/2006
Ongoing: NO
End Date:
UNK/UNK/2006
Lt || Line/MH Number: [18]

Disease/Syndrome

/Surgery/Non-Drug
Allergies/Drug Allergies:

[CATARACTS, BILATERAL]

Start Date: UNK/UNK/2017
Ongoing: NO
End Date:
UNK/UNK/2018
Ls || Line/MH Number: [19]

Disease/Syndrome

/Surgery/Non-Drug
Allergies/Drug Allergies:

[CATARACT REMOVAL, BILATERAL]

Start Date: UNK/UNK/2018
Ongoing: NO
End Date:
UNK/UNK/2018
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Header Text: c4591001

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

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

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

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

1t

Line/MH Number:

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

[VISION IMPAIRMENT, BILATERAL]

Start Date:

UNK/UNK/1966

Ongoing:

l.u

Line/MH Number:

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

[CARPAL TUNNEL SYNDROME, RIGHT]

Start Date:

UNK/UNK/2014

Ongoing:

UNK/UNK/2019

1v

Line/MH Number:

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

[CARPAL TUNNEL RELEASE, RIGHT]

*** Confidential***

Start Date: UNK/UNK/2019
Ongoing:
End Date:
UNK/UNK/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: 11171141
Generated By: (b) (4)

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

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

1w 1| Line/MH Number: [23]
Disease/Syndrome [ECTOPIC PREGNANCY]
/Surgery/Non-Drug
Allergies/Drug Allergies:
Start Date: UNK/UNK/1972
Ongoing: NO
End Date:
UNK/UNK/1972
1x ; .
Line/MH Number: [24]

Disease/Syndrome

/Surgery/Non-Drug
Allergies/Drug Allergies:

[EDEMA, LOW EXTERMITY, LEFT]

Start Date: UNK/UNK/2018
Ongoing: YES
LYy || Line/MH Number: [25]

Disease/Syndrome

/Surgery/Non-Drug
Allergies/Drug Allergies:

[HERPES LABIALIS]

Start Date: UNK/UNK/1970
Ongoing: YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY

Form Status. Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

L2 1/ Line/MH Number:

[26]

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

[CHRONIC LOW BACK PAIN]

Start Date: UNK/UNK/2016
Ongoing: YES
laall| ine/MH Number: [27]
Disease/Syndrome [HERNIA REPAIR, ABDOMINAL]
/Surgery/Non-Drug
Allergies/Drug Allergies:
Start Date: UNK/UNK/1989
Ongoing: NO
End Date:
UNK/UNK/1989
Lab || Line/MH Number: [28]

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

[HERNIA REPAIR, ABDOMINAL]

*** Confidential***

Start Date: UNK/UNK/1995
Ongoing: NO
End Date:
UNK/UNK/1995
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Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status. Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

1ac ||| ine/MH Number: [29]
Disease/Syndrome [PEPTIC ULCER]
/Surgery/Non-Drug
Allergies/Drug Allergies:

Start Date: UNK/UNK/2007
Ongoing: NO
End Date:
UNK/UNK/2007

Lad || Line/MH Number: [30]
Disease/Syndrome [BRONCHITIS, CHRONIC]
/Surgery/Non-Drug
Allergies/Drug Allergies:

Start Date: UNK/UNK/2018
Ongoing: YES
128 ||| ine/MH Number: [31]

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

[PNEUMONIA]

Start Date: Feb/UNK/2018
Ongoing: NO
End Date:
Dec/UNK/2019
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

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

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

L& |1 ine/MH Number:

[32]

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

[MORBID OBESITY]

*** Confidential***

Start Date: UNK/UNK/2000
Ongoing: YES
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Visit: V1 DAY1 VAX1 L

Form Version: 15-Sep-2020 21:57
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: HIV STATUS

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

HIV Status

1. | Select appropriate response - | The subject is NOT known to be HIV POSITIVE

What is the subject HIV
status?
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Visit: V1 DAY1 VAX1 L

Form Version: 15-Sep-2020 21:56
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: VITAL SIGNS - BASELINE

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

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

eCRF Audit Trail History

Vital Signs

1. | Date Sen/22/2020

2. | Weight: [256.8]

3. | Unit: LB

4. | Height: [64.0]

5. [ Unit: in

6. | Body Mass Index: [44.1]

Vital Signs Details

7a|| Record Identifier: 1
Temperature: [98.0]
Unit: F
Temperature Location: ORAL CAVITY

*** Confidential***
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 15-Sep-2020 21:51
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
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

Lab Urinalysis
1. | Lab Pandl: URINALY SIS
2. | Lab Sub-Pandl: PREGNANCY
3. | Collection Date: Sep/22/2020
4. | Laboratory Name and [STUDY SITE]
Address (Derived)
5. | Specimen Type: URINE
Lab Result
6.4/ sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result:
Not Done: NOT DONE
Page 20 of 616
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: RANDOMIZATION

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: 11171141 Subject Initials: ---

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

eCRF Audit Trail History

Disposition

1. | Randomization Date : Sep/22/2020
2. | Randomization Number: [262947]

3. | Randomization Group: [

Page 21 of 616
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Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171141
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:
Sep/22/2020
4. | If nosamplewascollected |[] Comments
or sample was not collected
according to protocol, please
provide reason:
Aliquot

Please enter barcode for each aliquot.

54| sample ID [BM8Y N6
5P || sample 1D [BM8YN5]
5C || sample ID [BM8YN4]
5d || sample 1D [BPRV54]
5€ || sample D [BPRV53]
Page 22 of 616
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

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

Subject No: 11171141

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

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

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/22/2020
4. | If no samplewascollected |[] Comments

*** Confidential***

Aliquot

Please enter barcode for each aliquot.

52| sample 1D [BM8YKF]
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04

Site No: 1117
Subject No: 11171141
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

Was there atemporary delay
of vaccination?

NO

2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Sep/22/2020 10:38
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: []
9. | Unit:
10. | Timeframe Subject Was THE PROTOCOL SPECIFIED OBSERVATION PERIOD
Observed
11. | Was the subject observed for | YES
at least the protocol
specified observation period
after investigational product
administration?
Page 24 of 616
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Visit: V1 DAY1 VAX1 L

Form Version: 06-Jul-2020 2153
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: REACTOGENICITY DIARY

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

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

eCRF Audit Trail History

Reactogenicity Diary

1. | Select appropriate response -
Reactogenicity diary
collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR
THIS SUBJECT

*** Confidential***
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Header Text: c4591001

Visit: V2 VAX2 L

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

Subject No: 11171141

Generated By: (b) (4)

Form: DATE OF VISIT

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

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

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Oct/13/2020

2. | Erroneous Visit
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Header Text: c4591001
Visit: V2_VAX2 L
Form Version: 10-Oct-2020 16:01 Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: VITAL SIGNS- TEMP

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: Oct/13/2020
Vital Signs Details
2:a|| Record Identifier: 1
Temperature: [96.7]
Unit: F
Temperature Location: ORAL CAVITY
Page 27 of 616
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 15-Sep-2020 21:51
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
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

Lab Urinalysis
1. | Lab Pandl: URINALY SIS
2. | Lab Sub-Pandl: PREGNANCY
3. | Collection Date: Oct/13/2020
4. | Laboratory Name and [STUDY SITE]
Address (Derived)
5. | Specimen Type: URINE
Lab Result
6.4/ sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result:
Not Done: NOT DONE
Page 28 of 616
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Header Text: c4591001
Visit: V2 VAX2_L

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

Subject No: 11171141

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:
Oct/13/2020

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

[]

*** Confidential***

Aliquot

Please enter barcode for each aliquot.

52| sample 1D [BRISG2]
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Header Text: c4591001
Visit: V2 VAX2_L

Form Version: 22-Apr-2020 21:04

Site No: 1117
Subject No: 11171141
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

Was there atemporary delay
of vaccination?

NO

2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Oct/13/2020 12:01
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: []
9. | Unit:
10. | Timeframe Subject Was THE PROTOCOL SPECIFIED OBSERVATION PERIOD
Observed
11. | Was the subject observed for | YES
at least the protocol
specified observation period
after investigational product
administration?
Page 30 of 616
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Header Text: c4591001
Visit: V3_MONTH1 POSTVAX2 L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

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. | Date of Visit Nov/11/2020
2. | Erroneous Visit
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1117

Subject No: 11171141
Generated By: (b) (4)

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:
Nov/11/2020
4. |1f no samplewascollected |[]
or sample was not collected
according to protocol, please
provide reason:
Aliquot

Please enter barcode for each aliquot.

54| sample ID [BRSRVN]
5P || sample 1D [BRSRVF
5C || Sample D [BM8Y S2]
5d || sample 1D [BRDFK 1]
5€ || sample ID [BRDFK 2]
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 22-Apr-2020 21.03
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET

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

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

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Dec/7/2020

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 IlIness Visit: COVID_A

*** Confidential***

Page 33 of 616

FDA-CBER-2021-5683-0795704




090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: POT_COVID ILL 1-

Form: SIGNSAND SYMPTOMS OF POTENTIAL

Unscheduled Visit on Dec/07/2020 COovID-19
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

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

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Dec/7/2020
2. | Date of First Symptom Dec/4/2020
Started:
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Dec/25/2020
Symptoms
4.a || symptoms: FEVER
Was symptom present? NO
40 | symptoms: NEW OR INCREASED COUGH
Was symptom present? YES
4. Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? YES
4.d Symptoms: CHILLS
Was symptom present? NO
4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? YES
Page 34 of 616
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Header Text: c4591001
Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/07/2020 COVID-19

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: SSIGNSAND SYMPTOMS OF POTENTIAL

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

4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO

49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO

4h || symptoms: DIARRHEA
Was symptom present? YES

41 || symptoms: VOMITING
Was symptom present? NO

Symptoms - Other

5.a

Symptoms - Other Text:

[RUNNY NOSE]

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

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

Date Of. Specimen Specmen c Assay Code and Descri . Form Insta

# | Collecti ollection Lo . Device Type
Type . ption
on cation

1. | Dec/2/2 | SWABBE |NASOPHAR [ SEVERE ACUTE RES | SARS-COV-2 Repeating

020 D MATER | YNX P SYNDROME CORO | DIAGNOSTIC

IAL NAVIRUS 2 TEST
Page 36 of 616
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Header Text: c4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 06-Jul-2020 21:54
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

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

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Microbiology Specimen

1. | Actual Date of Collection: Dec/2/2020

2. | Specimen Type: SWABBED MATERIAL

3. | Specimen Collection NASOPHARY NX
L ocation:

4. | Assay Code and SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
Description:

5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST

6. | Trade Name: OTHER

7. | Test Result: NEGATIVE

8. | Commentg/Findings/Details: || ]

9. | Trade Name Other, Specify: | [CLIA CERTIFIED LAB]

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

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 22-Apr-2020 21:03
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin

SITE

2. | Sample Type

NASAL_SWAB_SELF

3. | Sample Collected?

YES

Date of Collection:
Dec/6/2020

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

[]

Aliquot

Please enter barcode for each aliquot.

52| sample 1D [CV11473]
Page 38 of 616
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Header Text: c4591001
Visit: POT_COVID_ILL 1-

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL

Unscheduled Visit on Dec/07/2020 SWAB
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

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

eCRF Audit Trail History

Electronic Sample Tracking

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

1. | DataOrigin SITE

2. | Sample Type NASAL_SWAB

3. | Sample Collected? NO

4. | If no samplewas collected | [SEE SELF SWAB]

Aliquot

Please enter barcode for each aiquot.

5 Sample ID

[]

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

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 10-Oct-2020 15:59
Site No: 1117

Subject No: 11171141

Form: HEALTH CARE UTILIZATION

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

Generated By: (b) (4)

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

eCRF Audit Trail History

Health Care Utilization

1a|| physician or Hedlthcare | SPECIALIST
Professional:
Occurrence of Visits or NO
Contacts:
1b || physician or Hedlthcare | EMERGENCY ROOM
Professiondl:
Occurrence of Visits or NO
Contacts:
lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professiondl:
Occurrence of Visitsor YES
Contacts: Number of Visits or Contacts;
[1]
1d|| physician or Hedlthcare | URGENT CARE
Professiondl:
Occurrence of Visits or YES
Contacts: Number of Visits or Contacts;
[1]

Page 40 of 616
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Header Text: c4591001
Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/07/2020

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION

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

le

Physician or Hedlthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or
Contacts:

YES
Number of Visits or Contacts:

[1]

1f

Physician or Hedlthcare
Professional:

OTHER

Occurrence of Visits or

Contacts:

NO

Health Care Utilization Other

2.

Other Type of Practitioner
Specify:

[]

Health Care Utilization

3.

Has the subject been
hospitalized due to potential
COVID-19illness?

NO

*** 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: 11171141

Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

4 Treatment Ide | Con Non-Drug Treatments | Treatm | Treatm | Start D | Form Instanc
ntifier Pre-specified ent ent ate e
1. | Not Done Not Done Not Do | Not Do | Not Do Repeating
ne ne ne Pages
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Header Text: c4591001

Visit: POT_COVID ILL 1- Form: RESPIRATORY TREATMENT
Unscheduled Visit on Dec/07/2020

Form Version: 06-Jul-2020 2153 Form Status: Data Complete, Frozen, Verified

Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171141 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

1. | What is the treatment Not Done Comments
Identifier?
[]
2. | Concomitant Non-drug Not Done Comments
Treatment Pre-specified:
3. | Treatment: Not Done Comments
4. | Treatment: Not Done Comments
[]
5. | Start Date: Not Done Comments
1
6. | Ongoing? Not Done Comments
Page 43 of 616
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Header Text: c4591001
Visit: POT_COVID_ILL 1-

Form: ILLNESS DETAILS

Unscheduled Visit on Dec/07/2020

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

Subject No: 11171141
Generated By: (b) (4)

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

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

eCRF Audit Trail History

[l1lness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

2. | Was adiagnosis obtained for | NO
Potential COVID-19
[lIness?
3. | Toxicity Grade: 2
Page 44 of 616
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

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

*** Confidential***

4 Category of Clinical | Subcategory of Clinic | Diagnosis Obt | Toxicity G | Form Instanc
Event: al Event ained rade e
1. | Not Done Not Done Not Done Not Done Repeating
Pages
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Header Text: c4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020

Form Version: 17-Jul-2020 21:55

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

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 Clinica Not Done Comments
Event:
3. | Was adiagnosis obtained? | Not Done Comments
4. | Toxicity Grade: Not Done Comments
Page 46 of 616
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SiteNo: 1117

Header Text: c4591001
Visit: POT_COVID_ILL 1

Subject No: 11171141
Generated By: (b) (4)

Form Version: 15-Sep-2020 21:51

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

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

*** Confidential***

Category fo | Vendor | Collectio | Specime Form Instan
# rLab Test | Name | nDate: | nType Lab Result ce
1. | Not Done Not Do | Not Don | Not Don Sponsor -Defi e Resul Repeating
ne e e ned | dentifier ot Pages
Not Done Not Not
Done | Done
Not Done Not Not
Done | Done
Not Done Not Not
Done | Done
Not Done Not Not
Done | Done
Not Done Not Not
Done | Done
Not Done Not Not
Done | Done
Not Done Not Not
Done | Done
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:51
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

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

Back to Form
Form Comments
eCRF Audit Trail History

Lab Chemistry Details

1. | Lab Pandl: Not Done Comments
2. | Laboratory Name and Not Done Comments
Address
[]
3. | Collection Date; Not Done Comments
/!
4. | Specimen Type: Not Done Comments
Lab Result
2 || sponsor ID: Not Done Comments
[]
Test: C Reactive Protein_PX 329
Result: Not Done Comments
[]
Not Done; Not Done Comments
Page 48 of 616
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Header Text: c4591001
Visit: POT_COVID ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/07/2020 CHEMISTRY
Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171141 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
LNMT Not Done Comments
Low
[]
High
[]
Unit
5.b 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
Page 49 of 616
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Header Text: c4591001
Visit: POT_COVID_ILL 1-

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/07/2020 CHEMISTRY

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Frozen, Verified

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

5C Sponsor ID: Not Done Comments
[]
Test: Aspartate Aminotransferase_PX28
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Page 50 of 616
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Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/07/2020 CHEMISTRY

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING

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

*** Confidential***

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
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Header Text: c4591001
Visit: POT_COVID_ILL 1-

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/07/2020 CHEMISTRY

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Frozen, Verified

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

Se 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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Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/07/2020 CHEMISTRY

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING

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

*** Confidential***

Sf 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
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Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/07/2020 CHEMISTRY

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117

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

59 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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Site No: 1117
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Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematol ogy

Form Version: 15-Sep-2020 21:55

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

*** Confidential***

Category f | Vendor Nam | Collecti Specim Form Insta
# |or Lab Tes| e(DERIVE [ on Date Lab Result
i D) j en Type nce
1. | Not Done | Not Done Not Don | Not Do Sponsor -Def R Repeating
e ne ined | dentifi | Test: | "2 Pages
o :
Not Done Not [Not
Done | Done
Not Done Not |[Not
Done | Done
Not Done Not |Not
Done | Done
Not Done Not |[Not
Done | Done
Not Done Not |Not
Done | Done
Not Done Not [Not
Done | Done
Not Done Not |Not
Done | Done
Not Done Not |Not
Done | Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form: LOCAL LABORATORY DATA - REPEATING
Hematology

Form Version: 15-Sep-2020 21:55

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

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

Category f | Vendor Nam | Collecti Specim Form Insta
# |or Lab Tes| e(DERIVE [ on Date Lab Result
¢ D) ) en Type nce
Sponsor -Def
ined I dentifi | Test: Rl‘fu
o :

Not Done Not [Not
Done | Done

Not Done Not |Not
Done | Done
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Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

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

Back to Form
Form Comments
eCRF Audit Trail History

Laboratory Data Hematology

1. | Lab Pandl: Not Done Comments
2. | Laboratory Name and Not Done Comments
Address
[]
3. | Collection Date; Not Done Comments
/!
4. | Specimen Type: Not Done Comments
Lab Result
2 || sponsor ID: Not Done Comments
[]
Test: Hemoglobin_PX1
Result: Not Done Comments
[]
Not Done; Not Done Comments
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:55

Form: LOCAL LABORATORY DATA - REPEATING

Hematology
Form Status: Data Complete, Frozen, Verified

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

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

LNMT Not Done Comments
Low
[]
High
[]
Unit
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
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Site No: 1117
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Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/07/2020 Hematology

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING

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

*** Confidential***

5C Sponsor ID: Not Done Comments
[]
Test: Erythrocytes PX3
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-

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/07/2020 Hematology

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
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
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Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/07/2020 Hematology

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING

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

*** Confidential***

Se Sponsor ID: Not Done Comments
[]
Test: Leukocytes PX7
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-

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/07/2020 Hematology

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

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

Sf Sponsor ID: Not Done Comments
[]
Test: Neutrophils_PX608
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Page 62 of 616

*** Confidential***

FDA-CBER-2021-5683-0795733




090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)
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Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/07/2020 Hematology

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

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

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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Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/07/2020 Hematology

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
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
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Unscheduled Visit on Dec/07/2020 Hematology

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

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

5.i

Sponsor ID: 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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Visit: POT_COVID_ILL 1-

Subject No: 11171141
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Dec/07/2020 Hematology

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117

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

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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Visit: POT_COVID_ILL 1

Form Version: 15-Sep-2020 21:52
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: VITAL SIGNS- COVID

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

*** Confidential***

# Date: Vital Signs Details Form Instance
1. | Not Done Record I dentifier: Systolic: | Diastolic: Repeating Pages
Not Done Not Done Not Done
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Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:52
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: VITAL SIGNS- COVID

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

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

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs
1. | Date: Not Done Comments
/!
Vital Signs Details
2.2 || Record Identifier: Not Done
1
Systalic: Not Done Comments
[]
Diastolic: Not Done Comments
[]
Respiratory Rate in Not Done Comments
respirations/minute:
[]
Heart Ratein Not Done Comments
beats/minute:
[]
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Visit: POT_COVID_ILL 1

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

Subject No: 11171141

Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

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

*** Confidential***

# Date: Vital Signs Details Form Instance
1. | Not Done Record | dentifier: Oxygen Saturation Repesting Pages
Not Done Not Done
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Visit: POT_COVID_ILL 1-

Form: VITAL SIGNS - PULSE OX ROOM AIR

Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

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

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs
1. | Date: Not Done Comments
Il
Vital Signs Details
2.2 || Record Identifier: Not Done
1
SPO2 Pulse Oximetry % | Not Done Comments
[]
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Visit: POT_COVID_ILL 1

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: OXY GENATION PARAMETERS
Form Version: 06-Jul-2020 21:52

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

Date Time of Assess

Arterial Blood Gases

FiO2 (Fraction of Inhaled

*** Confidential***

# ment P202 Oxygen) Form I nstance
1. | Not Done Not Done Not Done Repeating
Pages
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Header Text: c4591001
Visit: POT_COVID_ILL 1-

Form: OXYGENATION PARAMETERS

Unscheduled Visit on Dec/07/2020

Form Version: 06-Jul-2020 21:52

Site No: 1117
Subject No: 11171141
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
1l
2. | Arteria Blood Gases PaO2 | Not Done Comments
(mmHg):
[]
3. | FiO2 (Fraction of Inhaled Not Done Comments
Oxygen):
[]
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Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:55

Subject No: 11171141

Form: CONCOMITANT MEDICATIONS -

VASOPRESSORS

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

*** Confidential***

4 Sponsor-Defin | Category for | Concomitant Medica | Nameof M | Start | Form Instan
ed Identifier M edication tions Pre-specified edication | Date ce
1. | Not Done Not Done Not Done Not Done Not D | Repeating
one Pages
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Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020 VASOPRESSORS

Form Version: 06-Jul-2020 21:55

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS -

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 M edications

1.

What is the medication
identifier?

Not Done

[]

Comments

Category:

Not Done

Comments

Concomitant Medications
Pre-specified:

Not Done

Comments

M edication:

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).

Not Done

[]

Comments

Start Date:

Not Done

I

Comments

Ongoing?

Not Done

Comments
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Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 Form: IMAGING
Form Version: 06-Jul-2020 21:53

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

*** Confidential***

Date of Assessm | Location of Assess | Imaging Meth | Overall Assessm
# Form Instance
ent ment od ent
1. | Not Done Not Done Not Done Not Done Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Form: IMAGING

Unscheduled Visit on Dec/07/2020

Form Version: 06-Jul-2020 21:53

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

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

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

Back to Form
Form Comments

eCRF Audit Trail History

Imaging
1. | Date of Assessment: Not Done Comments
I
2. | Location of Assessment: Not Done Comments
3. | Type of Imaging Exam: Not Done Comments
4. | Assessment: Not Done Comments
Page 76 of 616

*** Confidential***

FDA-CBER-2021-5683-0795747




090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: POT_COVID CONVA 1 -
Unscheduled Visit on Jan/06/2021

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

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

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

eCRF Audit Trail History

*** Confidential***

Date of Visit

1. | Date of Visit Jan/6/2021

2. | Erroneous Visit

COVID-19 IlIness Visit

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

Visit: POT_COVID_CONVA 1-
Unscheduled Visit on Jan/06/2021

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

Subject No: 11171141

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

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

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE

2. | Sample Type SERUM

3. | Sample Collected? YES
Date of Collection:
Jan/6/2021

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

[]

Aliquot

Please enter barcode for each aliquot.

5a|| sample D [BRDFP5]
5P || sample 1D [BRDFPS]
5|/ sampleID [BRDFP7]
5d || sample 1D [BSFB37]
5€ || sample D [BSFB38]
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Header Text: c4591001

- New Unscheduled Visit

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form Version: 10-Oct-2020 15:57

Visit: POT_COVID_REPEAT_SWAB 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:

*** Confidential***
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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: 11171141
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

Data Origin

Sample Type

Sample Collected?

Pl DN|PRF

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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Visit: Unplanned - New Unscheduled Form: DATE OF VISIT
Visit
Form Version: 22-Apr-2020 21.02
SiteNo: 1117

Subject No: 11171141
Generated By: (b) (4)

Form Status: Not Started

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

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

Date of Visit

1.

Date of Visit

I

2.

Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Form: UNPLANNED VISIT

Visit

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

Subject No: 11171141

Generated By: (b) (4)

Form Status: Not Started

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

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

Unplanned Assessments

1. [ Assessments
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Header Text: c4591001
Visit: Logs

Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

Generated Time (GMT):

29-Mar-2021 10:58

Categor AE. I.d Isthe Adverse.E Form Insta
# y entifie Adverse Event Start Date | vent Still Ongoin nce
r g
1. |ADVER |1 THIGH MUSCLE, ST | Oct/11/2020 | NO Repeating
SEEVE RAIN, LEFT UNK:UNK End Date Time: Pages
NT
Oct/17/2020 U
NK:UNK
2. |ADVER |2 SMALL BOWEL OBS | Nov/27/202 | NO Repeating
SE EVE TRUCTION 0 UNK:UN End Date Time: Pages
NT K
Nov/30/2020
UNK:UNK
3. |ADVER |3 SMALL BOWEL OBS | Dec/27/2020 | NO Repeating
SEEVE TRUCTION UNK:UNK End Date Time: Pages
NT
Dec/30/2020
UNK:UNK
4, |ADVER |4 HEPATIC STEATOSIS | Nov/27/202 |YES Repeating
SE EVE 0 UNK:UN Pages
NT K
5. |ADVER |5 HEPATIC CYST Nov/27/202 |YES Repeating
SEEVE 0 UNK:UN Pages
NT K
6. |ADVER |6 INFRAUMBILICAL V | Dec/27/2020 | YES Repeating
SEEVE ENTRAL HERNIA UNK:UNK Pages
NT

*** Confidential***
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Header Text: c4591001
Visit: Logs
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Generated Time (GMT): 29-Mar-2021 10:58

Categor AE. I.d Isthe Adverse.E Form Insta
# y entifie Adverse Event Start Date | vent Still Ongoin nce
r g
7. |ADVER |7 SWOLLEN LYMPH N | Jan/23/2021 | NO Repeating
SEEVE ODES, RIGHT CERVI | UNK:UNK End Date Time: Pages
NT CAL
Jan/27/2021 U
NK:UNK
8. |ADVER |8 TOE INFLAMMATIO |Jan/19/2021 | NO Repeating
SE EVE N, GREAT TOE, LEFT [ UNK:UNK End Date Time: Pages
NT
Jan/26/2021 U
NK:UNK
9. |ADVER |9 ABNORMAL THRYO | Nov/UNK/2 | YES Repeating
SEEVE ID LABORATORY VA | 020 UNK:U Pages
NT LUES NK
10. [ADVER |10 ACTINIC KERATOSI | Jan/UNK/20 | YES Repeating
SEEVE S, SCALP, WORSENI |21 UNK:UN Pages
NT NG K
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Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials; ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

[1]

3. | Adverse Event:

(If possible specify
diagnosis, not individual
symptoms)

[THIGH MUSCLE, STRAIN, LEFT]

4. | Start Date Time:

Oct/11/2020 UNK:UNK

5. | Isthe adverse event till
ongoing?

NO

End Date Time:
Oct/17/2020 UNK:UNK

6. | Toxicity Grade:
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7.

Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

Isthis adverse event the
result of astudy Medication
Error?

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

NO

Isthis event related to study
treatment:

NOT RELATED

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

If Other, specify:

[INCIDENTAL MIS-STEP FROM CURB]

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11

Woas a Concomitant
Medication given?

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

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

12. | Was a Non-Drug Treatment
given?

NO

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

RECOVERED/RESOLVED

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

study?

NO

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

[]
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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

Adverse Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

[2]

3. | Adverse Event:

(If possible specify
diagnosis, not individual
symptoms)

[SMALL BOWEL OBSTRUCTION]

4. | Start Date Time:

Nov/27/2020 UNK:UNK

5. | Isthe adverse event till
ongoing?

NO

End Date Time:
Nov/30/2020 UNK:UNK

6. | Toxicity Grade:

Page 88 of 616

*** Confidential***
FDA-CBER-2021-5683-0795759




090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

*** Confidential***

Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171141 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
7. | Isthe adverse event serious? | YES
Is this serious event associated with congenital anomaly or
If Yes, NOTIFY PFIZER birth defect?
IMMEDIATELY. NO
Fatal; Life-threstening; Did this serious event result in death?
Inpatient hospitalization or NO
prolongation of existing
h_osplt_allzatl on; Persistent or Did this serious event require or prolong hospitalization?
significant YES
disability/incapacity;
Congenital anomaly/birth Did thi , It , .
defect; Important medical d_lsal';_ |I'S S/(_%I‘IOUS ever;t result in persistent or significant
event (i.e. may jeopardize I\: Hity/incapacity
subject and may require O
medical/surgical
intervention to prevent Isthis serious event life threatening?
above outcomes). NO
Other medically important serious event
NO
8. | Isthisadverse event the NO
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.
9. | Isthisevent related to study | NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[ETIOLOGY UNKNOWN]
10. | Latest Action Taken with NOT APPLICABLE
Study Treatment:
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Site Name: (1117) Sundance Clinical Research
Subject Initials; ---

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

11. | Was a Concomitant NO
Medication given?
12. | WasaNon-Drug Treatment | NO
given?
13. | What was the outcome of RECOVERED/RESOLVED
this adverse event?:
14. | Did the adverse event cause | NO
the subject to be
discontinued from the
study?
15. | Serious Adverse Event [2020471440]
Number: For Pfizer Use
Only
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Form: ADVERSE EVENT REPORT

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

Adverse Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

[3]

3. | Adverse Event:

(If possible specify
diagnosis, not individual
symptoms)

[SMALL BOWEL OBSTRUCTION]

4. | Start Date Time:

Dec/27/2020 UNK:UNK

5. | Isthe adverse event till
ongoing?

NO

End Date Time:
Dec/30/2020 UNK:UNK

6. | Toxicity Grade:
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Form: ADVERSE EVENT REPORT

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

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

7. | Isthe adverse event serious? | YES
Is this serious event associated with congenital anomaly or
If Yes, NOTIFY PFIZER birth defect?
IMMEDIATELY. NO
Fatal; Life-threatening; Did this serious event result in death?
Inpatient hospitalization or NO
prolongation of existing
h_osplt_allzatl on; Persistent or Did this serious event require or prolong hospitalization?
significant YES
disability/incapacity;
Congenital anomaly/birth o , , . N
defect; Important medical Dld thl_s serious eyent result in persistent or significant
event (i.e. may jeopardize disability/incapacity?
subject and may require NO
medical/surgical
intervention to prevent Is this serious event life threatening?
above outcomes). NO
Other medically important serious event
NO
8. | Isthisadverse event the NO
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.
9. | Isthisevent related to study | NOT RELATED
treatment:

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

If Other, specify:
[INTRAABDOMINAL SCAR FORMATION FROM
PRIOR SURGERIES]
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10. | Latest Action Taken with NOT APPLICABLE
Study Treatment:
11. | Was a Concomitant YES
Medication given?
12. | Was aNon-Drug Treatment | NO
given?
13. | What was the outcome of RECOVERED/RESOLVED
this adverse event?:
14. | Did the adverse event cause | NO
the subject to be
discontinued from the
study?
15. | Serious Adverse Event [2020520647]
Number: For Pfizer Use
Only
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Form: ADVERSE EVENT REPORT
Form Status: Data Complete, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

[4]

3. | Adverse Event:

(If possible specify
diagnosis, not individual
symptoms)

[HEPATIC STEATOSIS]

4. | Start Date Time:

Nov/27/2020 UNK:UNK

5. | Isthe adverse event still YES
ongoing?
6. | Toxicity Grade: 1
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Subject Initials; ---

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

7.

Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

Isthis adverse event the
result of astudy Medication
Error?

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

NO

Isthis event related to study
treatment:

NOT RELATED

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

If Other, specify:

[MORBID OBESITY]

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11

Woas a Concomitant
Medication given?
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NO
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Form Status. Data Complete, Verified

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

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

12.

Weas a Non-Drug Treatment
given?

NO

13.

What was the outcome of
this adverse event?:

NOT RECOVERED/NOT RESOLVED

14.

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

study?

NO

15.

Serious Adverse Event
Number: For Pfizer Use
Only

[]
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Form Status: Data Complete, Verified

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

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

[5]

3. | Adverse Event:

(If possible specify
diagnosis, not individual
symptoms)

[HEPATIC CYST]

4. | Start Date Time:

Nov/27/2020 UNK:UNK

*** Confidential***

5. | Isthe adverse event still YES
ongoing?
6. | Toxicity Grade: 1
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Form Status. Data Complete, Verified

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

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

7.

Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

Isthis adverse event the
result of astudy Medication
Error?

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

NO

Isthis event related to study
treatment:

NOT RELATED

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

If Other, specify:

[ETIOLOGY UNKNOWN]

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11

Woas a Concomitant
Medication given?

NO
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Form Status. Data Complete, Verified
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Subject Initials; ---

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

12. | Was a Non-Drug Treatment
given?

NO

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

NOT RECOVERED/NOT RESOLVED

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

study?

NO

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

[]
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Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Verified

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

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

[6]

3. | Adverse Event:

(If possible specify
diagnosis, not individual
symptoms)

[INFRAUMBILICAL VENTRAL HERNIA]

4. | Start Date Time:

Dec/27/2020 UNK:UNK

5. | Isthe adverse event still YES
ongoing?
6. | Toxicity Grade: 1
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Form Status. Data Complete, Verified

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

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

7.

Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

Isthis adverse event the
result of astudy Medication
Error?

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

NO

Isthis event related to study
treatment:

NOT RELATED

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

If Other, specify:

[MORBID OBESITY]

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11

Woas a Concomitant
Medication given?
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NO
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Form Status. Data Complete, Verified

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

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

12.

Weas a Non-Drug Treatment
given?

NO

13.

What was the outcome of
this adverse event?:

NOT RECOVERED/NOT RESOLVED

14.

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

study?

NO

15.

Serious Adverse Event
Number: For Pfizer Use
Only

[]
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Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

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

Adverse Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

[7]

3. | Adverse Event:

(If possible specify
diagnosis, not individual
symptoms)

[SWOLLEN LYMPH NODES, RIGHT CERVICAL]

4. | Start Date Time:

Jan/23/2021 UNK:UNK

5. | Isthe adverse event till
ongoing?

NO

End Date Time:
Jan/27/2021 UNK:UNK

6. | Toxicity Grade:
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Subject Initials; ---

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

7.

Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

Isthis adverse event the
result of astudy Medication
Error?

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

NO

Isthis event related to study
treatment:

NOT RELATED

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

If Other, specify:

[ETILOGY UNKNOWN]

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11

Woas a Concomitant
Medication given?

NO
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Subject Initials; ---

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

12. | WasaNon-Drug Treatment | YES
given?

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

14. | Did the adverse event cause | NO

the subject to be
discontinued from the

study?

15.

Serious Adverse Event
Number: For Pfizer Use
Only

[]

*** Confidential***
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Form: ADVERSE EVENT REPORT

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

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

(8]

3. | Adverse Event:

(If possible specify
diagnosis, not individual
symptoms)

[TOE INFLAMMATION, GREAT TOE, LEFT]

4. | Start Date Time:

Jan/19/2021 UNK:UNK

5. | Isthe adverse event till
ongoing?

NO

End Date Time:
Jan/26/2021 UNK:UNK

6. | Toxicity Grade:
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Form Version: 22-Apr-2020 21.02
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

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

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

7.

Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

Isthis adverse event the
result of astudy Medication
Error?

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

NO

Isthis event related to study
treatment:

NOT RELATED

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

If Other, specify:

[INGROWN TOE NAIL]

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11

Woas a Concomitant
Medication given?

*** Confidential***

YES
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

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

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

12. | WasaNon-Drug Treatment | YES
given?

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

14. | Did the adverse event cause | NO

the subject to be
discontinued from the

study?

15.

Serious Adverse Event
Number: For Pfizer Use
Only

[]
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Header Text: c4591001

Vigit: Logs - Unscheduled

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

Subject No: 11171141

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:

[9]

3. | Adverse Event:

(If possible specify
diagnosis, not individual
symptoms)

[ABNORMAL THRYOID LABORATORY VALUES

4. | Start Date Time:

Nov/UNK/2020 UNK:UNK

*** Confidential***

5. | Isthe adverse event still YES
ongoing?
6. | Toxicity Grade: 1
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Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1117
Subject No: 11171141
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

7.

Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

Isthis adverse event the
result of astudy Medication
Error?

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

NO

Isthis event related to study
treatment:

NOT RELATED

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

If Other, specify:

[UNKNOWN ETIOLOGY]

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11

Woas a Concomitant
Medication given?

NO
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1117

Subject No: 11171141

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

12. | Was a Non-Drug Treatment
given?

NO

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

NOT RECOVERED/NOT RESOLVED

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

study?

NO

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

[]

*** Confidential***
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Header Text: c4591001

Vigit: Logs - Unscheduled

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

Subject No: 11171141

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:

[10]

3. | Adverse Event:

(If possible specify
diagnosis, not individual
symptoms)

[ACTINIC KERATOSIS, SCALP, WORSENING]

4. | Start Date Time:

Jan/UNK/2021 UNK:UNK

5. | Isthe adverse event still YES
ongoing?
6. | Toxicity Grade: 1
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Site No: 1117

Subject No: 11171141
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

7.

Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

Isthis adverse event the
result of astudy Medication
Error?

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

NO

Isthis event related to study
treatment:

NOT RELATED

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

If Other, specify:

[PREEXISTING CONDITION]

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11

Woas a Concomitant
Medication given?

*** Confidential***

NO
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Form Version: 22-Apr-2020 21:02

Site No: 1117
Subject No: 11171141
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

12.

Weas a Non-Drug Treatment
given?

NO

13.

What was the outcome of
this adverse event?:

NOT RECOVERED/NOT RESOLVED

14.

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

study?

NO

15.

Serious Adverse Event
Number: For Pfizer Use
Only

[]
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Visit: Logs

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form Version: 17-Jul-2020 21:54

Form: MEDICATION ERROR

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

4 Categ | Medication | Start | Isthemedication erro | Study Medication E | Form Instan
ory Error Date r Still Ongoing rrors Action ce
1. Repeating
Pages

*** Confidential***
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Visit: Logs - Unscheduled

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

Subject No: 11171141
Generated By: (b) (4)

Form: MEDICATION ERROR
Form Status: Not Started

Site Name: (1117) Sundance Cl
Subject Initials; ---

inical Research

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

Back to Form

Medication Error

1. | Category:

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

3. | Start Date: Il

4. |Isthe medication error still
ongoing?

5. | Latest Action Taken with
Study Treatment:

6. | Was a Concomitant
Medication given?

7. | Was aNon-Drug Treatment
given?

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

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

10. | Serious Adverse Event []

Number: For Pfizer Use
Only
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Visit: Logs

SiteNo: 1117

Generated By: (b) (4)

Header Text: c4591001

Form Version: 22-Apr-2020 21:03

Subject No: 11171141

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

4 Sponsor-Defin | Category for | Concomitant Medica | Nameof M | Start | Form Instan
ed I dentifier M edication tions Pre-specified edication Date ce
1|1 VACCINATI |NO FLU VACCI | Nov/3/ | Repeating

ONS NATION 2020 Pages
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Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.03

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant M edications

1. | What is the medication
identifier?

[1]

2. | Category:

VACCINATIONS

3. | Concomitant Medications
Pre-specified:

NO

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).

[FLU VACCINATION]

5. | Date:

Nov/3/2020
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Header Text: c4591001
Visit: Logs

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

Subject No: 11171141

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS -
PROHIBITED

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

4 Sponsor-Defi | Category for | Concomitant Medic NITI :dr?:a?ifo Dose Des | Form Instan
ned Identifier | Medication | ationsPre-specified N cription ce
1 Repeating
Pages

*** Confidential***
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Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.03
Site No: 1117

Subject No: 11171141

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 isthe medication
identifier?

[]

2. | Category:

3. | Concomitant M edications
Pre-specified:

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).

[]

Dose:

[]

Dose Unit:

Dose Frequency:

Route:

Wl | N]o |0

Start Date:

I

10. | Ongoing?
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Header Text: c4591001
Visit: Logs

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21.02

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

4 Catego | Treatment Ide | Con Non-Drug TreatmentsP | Treatm | Start D | Form Instanc
ry ntifier re-specified ent ate e
1 Repeating
Pages

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

Form Version: 22-Apr-2020 21:02

Site No: 1117
Subject No: 11171141
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?

[]

3. | Concomitant Non-drug

Treatment Pre-specified:

4, | Treatment:

[]

5. | Start Date:

I

6. | Ongoing?
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Visit: Logs

Form Version: 22-Apr-2020 21.03
SiteNo: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: TRANSFUSIONS

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

# Transfusion Type Date of Transfusion Form Instance
1 Repeating Pages
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Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

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

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

Back to Form

1. | Transfusion Type:

2. | Date of Transfusion:

I
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Generated By: (b) (4)

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

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

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Nov/11/2020
Completion/Discontinuation
/Death :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED

4. | Specify Status:

[]
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Visit: Unplanned Vaccination -
Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1117

Subject No: 11171141

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 /!

2. | Erroneous Visit
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Visit: Unplanned Vaccination -
Unscheduled

Form Version: 20-Feb-2021 02:16
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: VITAL SIGNS- TEMP

Form Status: Not Started

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

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

Vital Signs

1.

Date:

I

Vital Signs Details

2.

Record Identifier:

Temperature:

[]

Unit:

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 20-Feb-2021 02:14
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST

Form Status: Not Started

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

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

Lab Urinalysis

Lab Pandl:

Lab Sub-Panel:

Collection Date: i

Pl DN|PRF

Laboratory Name and []
Address (Derived)

5. | Specimen Type:

Lab Result

6. Sponsor ID: []
Test:
Result:
Not Done:
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

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

Subject No: 11171141
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

Anatomica Location:

Body Side:

Route:

Actua Dose:

[]

|l | N[ || ~[wW|D

Unit:

o
©

Timeframe Subject Was
Observed

|
=

. | Was the subject observed for

at least the protocol
specified observation period
after investigational product
administration?
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

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

Subject No: 11171141

Generated By: (b) (4)

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

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

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []
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Unscheduled

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: Unplanned Vaccination -

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***

Page 131 of 616

FDA-CBER-2021-5683-0795802




090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: Follow-Up - Unscheduled

Form Version: 15-Sep-2020 21:53

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: DISPOSITION - FOLLOW-UP

Form Status: Not Started

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

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

Disposition - Follow-Up

1. | Date of
Completion/Discontinuation
/Death :

I

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:

[]
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Unscheduled

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Visit: Potential ReVax Initial Contact - Form: DATE OF VISIT

Form Version: 22-Apr-2020 21.02 Form Status: Data Complete, Frozen, Verified

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

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. [ Date of Visit Jan/6/2021
2. | Erroneous Visit
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Header Text: c4591001

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

Unscheduled

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

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 -
I's participant willing to
return for Vaccination 3?

Participant iswilling to return for Vaccination 3
Participant is:
eligible per local/national recommendations and confirmed to
have received only placebo at Vaccination 1/2
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Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: TREATMENT UNBLINDED

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/6/2021

2.

Primary Reason for
Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Vigit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21.03
SiteNo: 1117

Subject No: 11171141

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 | //
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Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Vigit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21.03

Form: DEATH DETAILS CODED

Form Status: Not Started

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

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

Death Details

1. | Date of Collection/
Notification of Death:

I

Cause of Death

2. Cause of Death Status;

Cause of Death:

[]

*** Confidential***
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Header Text: c4591001
Visit: V101 VAX3
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: DATE OF VISIT

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/14/2021
2. | Erroneous Visit
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Header Text: c4591001
Visit: V101_VAX3

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

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

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. | Consent Weas:

OBTAINED

Date Written Consent Obtained
Jan/6/2021

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

Form Version: 10-Dec-2020 02:30
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA -
FURTHER VACCINATION

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

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

Form Comments

Inclusion Criteria Not Met

1.

Description of Inclusion Not Applicable

Criterion Not Met

Exclusion Criteria M et

2.

Description of Exclusion | Not Applicable

Criterion Met
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Header Text: c4591001
Visit: V101_VAX3

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

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

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. | Date of
Completion/Discontinuation
/Death :

Jan/14/2021

2. | Phase of Disposition:

REPEAT SCREENING 1

3. | Status:

COMPLETED

4. | Specify Status:

[]

*** Confidential***
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 14-Jan-2021 02:21
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
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

Lab Urinalysis
1. [ Lab Pandl: URINALYSIS
2. | Lab Sub-Pandl: PREGNANCY
3. | Collection Date: Jan/14/2021
4. | Laboratory Name and [STUDY SITE]
Address (Derived)
5. | Specimen Type: URINE
Lab Result
6.a|| sponsor 1D: [113]
Test: Choriogonadotropin Beta PX113
Result:
Not Done: NOT DONE
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Header Text: c4591001
Visit: V101 VAX3

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

Subject No: 11171141

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

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

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE

2. | Sample Type SERUM

3. | Sample Collected? YES
Date of Collection:
Jan/14/2021

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

[]

*** Confidential***

Aliquot

Please enter barcode for each aliquot.

5a|| sample D [BRDFSS]
5P || sample 1D [BRDFST]
5C || Sample D [BRDFSV]
5d || sample 1D [BRSRGM]
5€ || sample D [BRSRGN]
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Header Text: c4591001
Visit: V101_VAX3

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

Subject No: 11171141

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

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

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE

2. | Sample Type NASAL_SWAB

3. | Sample Collected? YES
Date of Collection:
Jan/14/2021

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

[]

Aliquot

Please enter barcode for each aliquot.

52| sample 1D [BRDFNO]
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Header Text: c4591001
Visit: V101 VAX3
Form Version: 10-Dec-2020 02:26
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: VACCINATION

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

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

eCRF Audit Trail History

*** Confidential***

Vaccination
1. | Wasthere atemporary delay | NO
of vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Jan/14/2021 14:55
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was 30 MINUTES
Observed
11. | Was the subject observed for | YES
at least the protocol
specified observation period
after investigational product
administration?
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Header Text: c4591001

Visit: V102 _VAX4

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

Subject No: 11171141

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 Feb/4/2021

2. | Erroneous Visit
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Header Text: c4591001

Visit: V102 VAX4

Form Version: 14-Jan-2021 02:21
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
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

Lab Urinalysis
1. [ Lab Pandl: URINALYSIS
2. | Lab Sub-Pandl: PREGNANCY
3. | Collection Date: Feb/4/2021
4. | Laboratory Name and [STUDY SITE]
Address (Derived)
5. | Specimen Type: URINE
Lab Result
6.a|| sponsor 1D: [113]
Test: Choriogonadotropin Beta PX113
Result:
Not Done: NOT DONE

*** Confidential***
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Header Text: c4591001
Visit: V102_VAX4

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

Subject No: 11171141

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

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

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE

2. | Sample Type NASAL_SWAB

3. | Sample Collected? YES
Date of Collection:
Feb/4/2021

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

[]

Aliquot

Please enter barcode for each aliquot.

52| sample 1D [BR6RTK]
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Header Text: c4591001
Visit: V102 VAX4
Form Version: 10-Dec-2020 02:26
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: VACCINATION

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

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

eCRF Audit Trail History

at least the protocol
specified observation period
after investigational product
administration?

Vaccination

1. | Wasthere atemporary delay | NO
of vaccination?

2. | Treatment Name [BNT162b2]

3. | Formulation: INJECTION

4. | Dose Date Time: Feb/4/2021 1446

5. | Anatomical Location: DELTOID MUSCLE

6. | Body Side: LEFT

7. | Route: INTRAMUSCULAR

8. | Actual Dose: [30.0]

9. | Unit: ug

10. | Timeframe Subject Was 30 MINUTES
Observed

11. | Was the subject observed for | YES

*** Confidential***
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Header Text: c4591001

Visit: V103_ MONTH1

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

Subject No: 11171141

Generated By: (b) (4)

Form: DATE OF VISIT

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

Date of Visit

1. | Date of Visit Mar/9/2021

2. | Erroneous Visit

Page 150 of 616

*** Confidential***
FDA-CBER-2021-5683-0795821




090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V103 MONTH1

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

Subject No: 11171141

Generated By: (b) (4)

Form: CONTACT OUTCOME

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

Contact Outcome

1. | Contact Type: TELEPHONE VISIT

2. | Was contact made? YES

Date of Contact:
Mar/9/2021

3. | Comments: [

]

*** Confidential***
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Header Text: c4591001

Visit: V104 MONTHG6

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

Subject No: 11171141

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 /!

2. | Erroneous Visit
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Header Text: c4591001

Visit: V104 MONTH6

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

Subject No: 11171141

Generated By: (b) (4)

Form: CONTACT OUTCOME
Form Status: Not Started

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []
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Header Text: c4591001

Visit: V105 MONTH18

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

Subject No: 11171141

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 /!

2. | Erroneous Visit
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Header Text: c4591001

Visit: V105 MONTH18

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

Subject No: 11171141

Generated By: (b) (4)

Form: CONTACT OUTCOME
Form Status: Not Started

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Vigit:

Form: DISPOSITION - TREATMENT

FURTHER_VACCINATION_EQOT -

Unscheduled

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Verified

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

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

eCRF Audit Trail History

Disposition - Treatment

1. | Date of
Completion/Discontinuation
/Death :

Mar/9/2021

2. | Phase of Disposition:

OPEN LABEL TREATMENT

3. | Status:

COMPLETED

4. | Specify Status:

[]
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Header Text: c4591001

Visit: Subject Status - Unschedul ed
Form Version: 22-Apr-2020 21:03
Site No: 1117

Subject No: 11171141

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 Nov/11/2020

*** Confidential***
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Header Text: c4591001

Vigit: Investigator Signature -
Unscheduled

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

Subject No: 11171141

Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM

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

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

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature Click Hereto Enable
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Header Text: c4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM
Unscheduled

Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Signed, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171141 Subject Initials: ---

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

Thisform 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-12-2021 13:19:03 (UTC-06:00) | BOOK Signed
Centra Time (US & Canada)

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

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that |
intend that this el ectronic 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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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02

Site No: 1117
Subject No: 11171141
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 Oct-04-2020 19:40:41 (UTC-06:00) | (b) (4), (b) (6)
Central Time (US & Canada)
2 Sep-28-2020 14:30:21 (UTC-06:00) | (b) (4). (b) (6) | Not Applicable

Central Time (US & Canada)

Page 160 of 616

*** Confidential***
FDA-CBER-2021-5683-0795831




090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

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

Subject No: 11171141

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-28-2020 14:30:46 (UTC-06:00) | () (4), (b) (6)

Centra Time (US & Canada)

Not Applicable

*** Confidential***
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:52

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: DISPOSITION - SCREENING - Comments
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

Back to Form

Item

Date

User

Comment

4

Sep-28-2020 14:31:20 (UTC-06:00) | (b) (@), (b) (6)

Central Time (US & Canada)

Not Applicable
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - Comments

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: 11171141 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

[tem | Date User Comment

4 Oct-06-2020 16:25:37 (UTC-06:00) | (b) (4), (b) (6)
Central Time (US & Canada)

4 Sep-29-2020 16:56:15 (UTC-06:00) | () (4), (b) (6) | Not Applicable
Central 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: 11171141
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-06-2020 16:25:50 (UTC-06:00) | (b) (4), (b) (6)
Central Time (US & Canada)
4 Sep-29-2020 16:44:39 (UTC-06:00) | (0) (4), (b) (6) | Not Applicable

Central Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 06-Jul-2020 21:53
Site No: 1117

Subject No: 11171141
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

Dec-09-2020 11:48:27 (UTC-06:00) | (b) (4), (b) (6)

Central Time (US & Canada)

Not Done

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/07/2020

Form Version: 06-Jul-2020 2153
Site No: 1117

Subject No: 11171141
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

[tem | Date User Comment
1 Dec-09-2020 11:48:27 (UTC-06:00) (b) (4), (b) (6) | Not Done
Central Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 06-Jul-2020 21:53
Site No: 1117

Subject No: 11171141
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

[tem

Date

User

Comment

2

Dec-09-2020 11:48:27 (UTC-06:00)
Central Time (US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/07/2020
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/07/2020

Form Version: 15-Sep-2020 21:52
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: VITAL SIGNS - COVID - 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

[tem | Date User Comment
2.a |Dec-09-2020 11:50:36 (UTC-06:00) (b) (4), (b) (6) | Not Done
Central Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:54
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR -

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-09-2020 11:50:51 (UTC-06:00) | (b) (4), (b) (6)

Central Time (US & Canada)

Not Done

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:54
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR -
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

[tem

Date

User

Comment

1

Dec-09-2020 11:50:51 (UTC-06:00)
Central Time (US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:54
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR -
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***

[tem | Date User Comment
2.a |Dec-09-2020 11:50:51 (UTC-06:00) (b) (4), (b) (6) | Not Done
Central Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 06-Jul-2020 21:52
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS - 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-09-2020 11:51:06 (UTC-06:00) | (b) (@), (b) (6)

Central Time (US & Canada)

Not Done
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 06-Jul-2020 21:52
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS - 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

[tem

Date

User

Comment

1

Dec-09-2020 11:51:06 (UTC-06:00)
Central Time (US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/07/2020

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

Subject No: 11171141
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS - 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

[tem | Date User Comment
2 Dec-09-2020 11:51:06 (UTC-06:00) (b) (4), (b) (6) | Not Done
Central Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 06-Jul-2020 21:52
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS - 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

[tem

Date

User

Comment

3

Dec-09-2020 11:51:06 (UTC-06:00)
Central Time (US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 06-Jul-2020 21:55
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS - 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-09-2020 11:51:22 (UTC-06:00) | (b) (4), (b) (6)

Central Time (US & Canada)

Not Done
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 06-Jul-2020 21:55
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS - 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***

[tem | Date User Comment
1 Dec-09-2020 11:51:22 (UTC-06:00) (b) (4), (b) (6) | Not Done
Central Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 06-Jul-2020 21.:55
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS - 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

[tem

Date

User

Comment

2

Dec-09-2020 11:51:22 (UTC-06:00)
Central Time (US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 06-Jul-2020 21:55
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS - 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

[tem

Date

User

Comment

3

Dec-09-2020 11:51:22 (UTC-06:00)
Central Time (US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 06-Jul-2020 21.:55
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS - 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

[tem

Date

User

Comment

4

Dec-09-2020 11:51:22 (UTC-06:00)
Central Time (US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 06-Jul-2020 21:55
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS - 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

[tem

Date

User

Comment

5

Dec-09-2020 11:51:22 (UTC-06:00)
Central Time (US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 06-Jul-2020 21.:55
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS - 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

[tem

Date

User

Comment

6

Dec-09-2020 11:51:22 (UTC-06:00)
Central Time (US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 06-Jul-2020 21:53
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: IMAGING - 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-09-2020 11:51:57 (UTC-06:00) | (6) (@), (b) (6)

Centra Time (US & Canada)

Not Done

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/07/2020

Form Version: 06-Jul-2020 2153
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: IMAGING - 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

[tem

Date

User

Comment

1

Dec-09-2020 11:51:57 (UTC-06:00)
Central Time (US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 06-Jul-2020 21:53
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: IMAGING - 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

[tem

Date

User

Comment

2

Dec-09-2020 11:51:57 (UTC-06:00)
Central Time (US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/07/2020

Form Version: 06-Jul-2020 2153
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: IMAGING - 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

[tem

Date

User

Comment

3

Dec-09-2020 11:51:57 (UTC-06:00)
Central Time (US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 06-Jul-2020 21:53
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: IMAGING - 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

[tem

Date

User

Comment

4

Dec-09-2020 11:51:57 (UTC-06:00)
Central Time (US & Canada)

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

Not Done

Page 279 of 616
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:30
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA -
FURTHER VACCINATION - Comments

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

Subject Initials; ---

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

Back to Form

Item

Date

User

Comment

Form

Jan-16-2021 17:09:17 (UTC-06:00) | (b) (4), (b) (6)

Central Time (US & Canada)

Not Applicable
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Header Text: c4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unschedul ed 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: 11171141 Subject Initials: ---

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

Back to Form

Thisform 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-12-2021 13:19:03 (UTC-06:00) | BOOK Signed
Centra Time (US & Canada)

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

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

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

(b) (6) N/A Mar-11-2021 12:47:04 (UTC-06:00) Edit - All
Centra Time (US & Canada) signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Mar-10-2021 11:12:57 (UTC-06:00) | BOOK Signed

Centra Time (US & Canada)

Page 281 of 616
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Header Text: c4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unschedul ed 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: 11171141 Subject Initials: ---

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

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

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

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

(b) (6) N/A Dec-01-2020 15:47:41 (UTC-06:00) Edit - All

Centra Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Larkin Approved Nov-13-2020 19:40:44 (UTC-06:00) | BOOK Signed

Wadsworth Centra Time (US & Canada)

Affidavit:

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

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that |
intend that this electronic signature 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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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature

Unschedul ed 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: 11171141 Subject Initials: ---

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

(b) (6) N/A Nov-12-2020 17:59:33 (UTC-06:00) Edit - All
Centra Time (US & Canada) signatures

invalidated
Affidavit:
N/A
(b) (6) Approved Nov-12-2020 17:47:16 (UTC-06:00) | BOOK Signed

Centra Time (US & Canada)

Affidavit:
By my dated signature below, I, (0) (6)  , verify that all case report form pages accurately display
the results of the examinations, tests, evaluations and treatments performed on this subject.

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

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

Visit: COHORT_SELECTION
Form Version: 15-Sep-2020 21:55

SiteNo: 1117

Subject No: 11171141
Generated By: (b) (4)

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-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:28:36 (ﬁ)- ) 08 SEP 2020
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
2. Select appropriate response - What cohort does the subject belong to?
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) DataEntry: Initial Entry
14:28:36 (;1)’ . STAGE 3 COHORTS
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
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Header Text: c4591001
Visit: COHORT_SELECTION

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

Subject No: 11171141

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-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:29:20 (ﬁ)’ ) OBTAINED
(UTC-06:00) (b) (6) Date Written Consen
Central Time (US t Obtained
& Canada)
Sep/22/2020

*** Confidential***
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 15-Sep-2020 21:54

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: DEMOGRAPHY - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Back to Form

1. Subject ID

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied

14:28:26 (autocalc) | 11171141 from previous

(UTC-06:00) form

Central Time (US

& Canada)

2. Birth Date:

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment

14:28:21 (autocalc) |(b) (6)/1947 Entry

(UTC-06:00)

Central Time (US

& Canada)

3. Sex:

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

14:29:51 (ﬁ)’ ) FEMALE

(UTC-06:00) (b) (6)

Centra Time (US

& Canada)

4. Ethnicity:

Date L ocation User Value Reason
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Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: COHORT_SELECTION
Form Version: 15-Sep-2020 21:54

Form: DEMOGRAPHY - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:29:51 (ﬁ)- . NOT HISPANIC OR

(UTC-06:00) (b) (6) LATINO(A) OR OF S

Central Time (US PANISH ORIGIN

& Canada)

5. Race: (Check X all that apply):

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:29:51 (ﬁ)’ ) WHITE

(UTC-06:00) (b) ®)

Central Time (US

& Canada)
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:02

Site No: 1117

Subject No: 11171141
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-01-2020 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Closed Response

06:48:34 (6) satisfies query

(UTC-06:00)

Central Time (US

& Canada)

Sep-30-2020 ACVOPFEINFPE000 |(b) (4), (0) (6) | Query 1. Answere |Original valueis

15:01:41 d correct

(UTC-06:00)

Central Time (US

& Canada)

Sep-29-2020 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened | DM: Kindly

11:56:13 6) review and

(UTC-06:00) complete

Central Time (US ‘Immunogenicity,

& Canada) Nasal Swab
forms at this
visit. Thank you

Sep-28-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

14:30:12 Sep/22/2020

(UTC-06:00)

Centra Time (US

& Canada)

2. Erroneous Visit

Date L ocation User Value Reason
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21.02
Site No: 1117

Subject No: 11171141

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

Oct-06-2020 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response

00:03:22 (b) (6) satisfies query

(UTC-06:00)

Central Time (US

& Canada)

Oct-04-2020 ACVOPFEINFPE000 |(b) (4), (b) (6) Query 1: Answered | Changed data

19:40:51 per query

(UTC-06:00)

Central Time (US

& Canada)

Oct-04-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

19:40:41

(UTC-06:00)

Central Time (US

& Canada)

Oct-01-2020 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Opened DM: Asthis

06:48:22 (6) visit was

(UTC-06:00) performed on

Central Time (US 22Sep2020,

& Canada) kindly
consider to
remove item
level comment
‘Not
Applicable
added at
'Erroneous
visit' field.

Sep-28-2020 ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry

14:30:21 Not Applicable

(UTC-06:00)

Central Time (US

& Canada)

*** Confidential***
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:52

SiteNo: 1117

Subject No: 11171141
Generated By: (b) (4)

History

Form: DISPOSITION - SCREENING - eCRF Audit Trail

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-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

14:31:10 (ﬁ)’ ) Sen/22/2020

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

2. Phase of Disposition:

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:31:10 (autocalc) | SCREENING

(UTC-06:00)

Centra Time (US

& Canada)

3. Status:

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

14:31:10 (ﬁ)- . COMPLETED

(UTC-06:00) A

Central Time (US

& Canada)

4. Specify Status:

Date L ocation User Value Reason
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:52
Site No: 1117

Subject No: 11171141

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

Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:31:20 (), Not Applicable

(UTC-06:00) b) ©

Central Time (US

& Canada)

*** Confidential***
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

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

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

Subject No: 11171141 Subject Initials: ---

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

Back to Form

la
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:32:49 (autocalc) | LineeMH 1
(UTC-06:00) Number:
Central Time (US Medical H CANCER,
& Canada) istory Ter CERVICA
m: L
Start Date Jul/15/1992
Ongoing: NO
End Date:
Jul/31/1
992
l.aLine/MH Number:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:32:49 (autocalc) |1
(UTC-06:00)
Central Time (US
& Canada)
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
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Site No: 1117

Form Version: 22-Apr-2020 21.03

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

*** Confidential***

Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:32:49 (;‘)’ ) CANCER, CERVICA
(UTC-06:00) (b) (6) L
Central Time (US
& Canada)
1.a Start Date:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:32:49 (ﬁ)- ) Jul/15/1992
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
1.a Ongoing:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:32:49 (é)- ) NO
(UTC-06:00) (b) (6) End Date:
Central Time (US
& Canada) Jul/31/1992
1b
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:33:51 (autocalc) | Line/MH 2
(UTC-06:.00) Number:
Central Time (US Medical HYSTEREC
& Canada) History T TOMY, TOT

erm: AL
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21.03
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

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

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

Start Dat Jul/31/1992

e
Ongoing: NO
End Date:
Jul/31/19
92
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21.03

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:58

1.bLine/MH Number:

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:33:51 (autocalc) | 2

(UTC-06:00)

Central Time (US

& Canada)

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

Date L ocation User Value Reason

Jan-18-2021 ACVOPFEINFP6000 |Giselle Query 1: Closed Response satisfies

09:41:31 Cadtillo query

(UTC-06:00) (b) (4)

Central Time (US

& Canada)

Jan-16-2021 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Answere | ADDED

17:05:32 d MORBID

(UTC-06:00) OBESITY,

Central Time (US KIDNEY

& Canada) DISEASE IS
BEING
VERIFIED BY
THE
INVESTIGATOR.

Jan-08-2021 ACVOPFEINFP6000 |Giselle Query 1: Opened | CLINICAL_ Per

07:28:29 Cadtillo report submitted

(UTC-06:00) (b) (4) to safety, the

Centra Time (US subject has

& Canada) additional MedHx
history of morbid

*** 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: 11171141
Generated By: (b) (4)

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

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

obesity and
hypertensive
kidney disease
stage 3athat is
missing in this
form. Please
revise and update
accordingly.
Thank you.

Sep-28-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) |DataEntry: Initial Entry

14:33:51 HYSTERECTOM

(UTC-06:00) Y, TOTAL

Central Time (US

& Canada)

1.b Start Date:

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

14:33:51 (ﬁ)’ ) Jul/31/1992

(UTC-06:00) (b) ®)

Central Time (US

& Canada)

1.b Ongoing:

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

14:33:51 (;‘)’ ) NO

(UTC-06:00) (b) (6) End Date:

Central Time (US

& Canada) Jul/31/1992
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090177e196ae3dca\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: 11171141

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

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

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

1.c
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:34:10 (autocalc) | LineMH N 3
(UTC-06:00) umber:
Central Time (US Medical His HY PERT
& Canada) tory Term: ENSION

Start Date:  UNK/UN

K/2000
Ongoing:  YES

*** Confidential***
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090177e196ae3dca\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: 11171141
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:58

1.cLine/MH Number:

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:34:10 (autocalc) |3
(UTC-06:00)
Central Time (US
& Canada)
1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:34:10 (é)’ ) HYPERTENSION
(UTC-06:00) (b) 6
Central Time (US
& Canada)
1.c Start Date:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:34:10 (ﬁ)’ ) UNK/UNK/2000
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
1.c Ongoing:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:34:10 (ﬁ)- ) YES
(UTC-06:00) (b) (6)
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090177e196ae3dca\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: 11171141

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

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

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

Central Time (US
& Canada)
1d
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:34:31 (autocalc) | Line/MH 4
(UTC-06:00) Number:
Central Time (US Medical RESTLESS
& Canada) History T LEG SYND
erm: ROME
Start Dat UNK/UNK/
e 2005
Ongoing: YES

*** Confidential***
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21.03 Form Status: Data Complete, Frozen, Verified

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

Subject No: 11171141 Subject Initials: ---

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

1.d Lineg/MH Number:

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:34:31 (autocalc) |4

(UTC-06:00)

Central Time (US

& Canada)

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

090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 (2) Data Entry: Initial Entry
fa B, [esteos
Central Time (US
& Canada)
1.d Start Date:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 (2) Data Entry: Initial Entry
(13%%16 o Eb;’(e) UNK/UNK/2005
Central Time (US
& Canada)
1.d Ongoing:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 8; Data Entry: Initial Entry
(13.'?(43.-?(;%5:00) 0} () =
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21.03
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

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

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

Central Time (US
& Canada)
le
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:34.57 (autocalc) | LineeMH N 5
(UTC-06:00) umber:
Central Time (US Medical His ANEM|
& Canada) tory Term: A

Start Datee  May/UN

K/2020
Ongoing: YES

*** 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: 11171141

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

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

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

l.eLine/MH Number:

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:34:57 (autocalc) |5

(UTC-06:00)

Central Time (US

& Canada)

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

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:34:57 (é)’ ) ANEMIA
(UTC-06:00) (b) 6
Central Time (US
& Canada)
1l.e Start Date:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) DataEntry: Initial Entry
14:34:57 (ﬁ)’ ) May/UNK /2020
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
1.e Ongoing:
Date L ocation User Value Reason
Oct-01-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Closed | Response
08:58:16 (b) (6) satisfies query
(UTC-06:00)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21.03

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

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

Central Time

(US & Canada)

Sep-30-2020 ACVOPFEINFPE000 |(b) (4), (b) (6) Query 1: Answer | ORIGINAL

15:51:28 ed ENTRY IS

(UTC-06:00) CORRECT.

Central Time PARTICIPANT

(US & Canada) WAS
SPECIFICALLY
ASKED,
RESPONSE
WASNO

Sep-29-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Opened | CLINQUERY-

13:10:46 (®) (6) Anemiais

(UTC-06:00) reported as

Central Time ongoing. Please

(US & Canada) confirm the
subject did not
receive blood
products from 60
daysprior to
study drug and
throughout the
study, asthisis
prohibited per
protocol.

Sep-28-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

14:34:57 YES

(UTC-06:00)

Central Time

(US & Canada)

1f
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21.03

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:58

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:35:19 (autocalc) | Line/MH 6
(UTC-06:00) Number:
Central Time (US Medical OBSTRUCT
& Canada) History IVE SLEEP

Term: APNEA

Start Da May/UNK/2

te: 020

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: 11171141
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

1.f Line/MH Number:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:35:19 (autocalc) |6
(UTC-06:00)
Central Time (US
& Canada)
1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:35:19 (é)’ ) OBSTRUCTIVE SLE
(UTC-06:00) (b) 6 EP APNEA
Central Time (US
& Canada)
1.f Start Date:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:35:19 (ﬁ)’ ) May/UNK /2020
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
1.f Ongoing:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:35:19 (ﬁ)- ) YES
(UTC-06:00) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21.03
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

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

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

Central Time (US

& Canada)

19

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:36:08 (autocalc) | LinelMH 7

(UTC-OGZOO) Number:

Central Time (US Medical BARRETT'

& Canada)

History T SSYNDR
erm: OME

Start Dat UNK/UNK
e /2007

Ongoing: YES
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Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

1.gLine/MH Number:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:36:08 (autocalc) | 7
(UTC-06:00)
Central Time (US
& Canada)
1.9 Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies.
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:36:08 (é)’ ) BARRETT'S SYNDR
(UTC-06:00) (b) 6 OME
Central Time (US
& Canada)
1.g Start Date:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:36:08 (ﬁ)’ ) UNK/UNK/2007
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
1.g Ongoing:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:36:08 (ﬁ)- ) YES
(UTC-06:00) (b) (6)
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Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

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

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

Central Time (US

& Canada)

1.h

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:36:42 (autocalc) | Line/lMH 8

(UTC-OGZOO) Number:

Central Time (US Medical BULGING

& Canada)

History T DISC, LU
erm: MBAR

Start Dat UNK/UNK/
e 2016

Ongoing: YES
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Subject No: 11171141
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

1.h Line/MH Number:
Date L ocation User Value Reason

-28- auto calc ata Entry: niti ntry
Sep-28-2020 ACVOPFEINFP6000 cd Data E Initial E
14:36:42 (autocalc) |8
(UTC-06:00)
Central Time (US
& Canada)
1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:36:42 (é)’ ) BULGING DISC, LU
(UTC-06:00) (b) 6 MBAR
Central Time (US
& Canada)
1.h Start Date:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:36:42 (ﬁ)’ ) UNK/UNK/2016
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
1.h Ongoing:
Date L ocation User Value Reason

-28- Data Entry: niti ntry
Sep-28-2020 ACVOPFEINFP6000 |(b) Data E Initial E
14:36:42 (ﬁ)- ) YES
(UTC-06:00) (b) (6)
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Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

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

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

Central Time (US

& Canada)

Li

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:37:10 (autocalc) | LinelM 9

(UTC-06:00) H Num

Central Time (US ber:

& Canaga) Medical OSTEOART

History HRITIS, HIR,
Term: BILATERAL

Start Da UNK/UNK/2
te: 016

Ongoing YES

Page 310 of 616

*** Confidential***
FDA-CBER-2021-5683-0795981




090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
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Subject No: 11171141
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Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:58

1.i Line/MH Number:

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:37:10 (autocalc) |9

(UTC-06:00)

Central Time (US

& Canada)

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

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:37:10 (é)’ ) OSTEOARTHRITIS,

(UTC-06:00) (b) 6 HIP, BILATERAL

Central Time (US

& Canada)

1.i Start Date:

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) DataEntry: Initial Entry
14:37:10 (ﬁ)’ ) UNK/UNK/2016

(UTC-06:00) (b) (6)

Central Time (US

& Canada)
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Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1.i Ongoing:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:37:10 (ﬁ)- ) YES
(UTC-06:00) ®) ©
Central Time (US
& Canada)
1j
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:37:43 (autocalc) | Line/MH 10
(UTC-06:00) Number:
Central Time (US Medical HERNIA, A
& Canada) History T BDOMINA

erm: L

Start Dat UNK/UNK/

e 1989

Ongoing: NO

End Date:
Dec/UN
K/1995
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Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

1) Line/MH Number:
Date L ocation User Value Reason

-28- auto calc ata Entry: niti ntry
Sep-28-2020 ACVOPFEINFP6000 cd Data E Initial E
14:37:43 (autocalc) | 10
(UTC-06:00)
Central Time (US
& Canada)
1.j Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:37:43 (é)’ ) HERNIA, ABDOMIN
(UTC-06:00) (b) 6 AL
Central Time (US
& Canada)
1) Start Date:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:37:43 (ﬁ)’ ) UNK/UNK/1989
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
1.j Ongoing:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:37:43 (ﬁ)- ) NO
(UTC-06:00) (b) (6) End Date:
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Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:58

Central Time (US

& Canada) Dec/UNK/1995

1k

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:38:23 (autocalc) | LineeMH 11

(UTC-OGZOO) Number:

Central Time (US Medical Hi TONSILL

& Canada) ITIS

story Term

Start Date: Apr/UNK/

Ongoing:

1977

NO
End Date

Apr/U
NK/19
77
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
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Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:58

1k Line/MH Number:

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:38:23 (autocalc) |11

(UTC-06:00)

Central Time (US

& Canada)

1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies.

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:38:23 (é)’ ) TONSILLITIS

(UTC-06:00) (b) 6

Central Time (US

& Canada)

1.k Start Date:

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:38:23 (ﬁ)’ ) Apr/UNK/1977

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

1.k Ongoing:

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:38:23 (ﬁ)- ) NO

(UTC-06:00) (b) (6) End Date:
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Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171141 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Central Time (US
& Canada) Apr/UNK/1977
1l
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:39:06 (autocalc) | LinelMH 12
(UTC-OGZOO) Number:
Central Time (US Medical H TONSILL
& Canada) istory Ter ECTOMY
m:
Start Date Apr/UNK/
: 1977
Ongoing: NO
End Date:
Apr/UN
K/1977
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Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21.03

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:58

1.l Line/MH Number:

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:39:06 (autocalc) |12

(UTC-06:00)

Central Time (US

& Canada)

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

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:39:06 (é)’ ) TONSILLECTOMY

(UTC-06:00) (b) 6

Central Time (US

& Canada)

1.| Start Date:

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:39:06 (ﬁ)’ ) Apr/UNK/1977

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

1.1 Ongoing:

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:39:06 (ﬁ)- ) NO

(UTC-06:00) (b) (6) 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: 11171141

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

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

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

Central Time (US

& Canada) Apr/UNK/1977

Im

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:39:33 (autocalc) | LineM 13

(UTC-06:00) H Num

Central Time (US ber:

& Canaga) Medical OSTEOART

History HRITIS, KN
Term: EE, BILATE
RAL

Start D UNK/UNK/1
ate: 967

Ongoin YES
o)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L
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Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

1.mLine/MH Number:

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:39:33 (autocalc) |13
(UTC-06:00)
Central Time (US
& Canada)
1.m Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies.
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:39:33 (é)’ ) OSTEOARTHRITIS,
(UTC-06:00) (b) 6 KNEE, BILATERAL
Central Time (US
& Canada)
1.m Start Date:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:39:33 (ﬁ)’ ) UNK/UNK/1967
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
1.m Ongoing:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:39:33 (ﬁ)- ) YES
(UTC-06:00) (b) (6)
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Trail History

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

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

Central Time (US

& Canada)
1n
Date L ocation User Value Reason
Oct-12-2020 ACVOPFEINFP6000 |(b) Data Entry: New
17:13:29 (ﬁ)’ . Line/ 14 Information
(UTC-06:00) () © MH
Central Time (US Numb
& Canada) er:

Medic ARTHROSC

al His OPIC SURG

tory T ERY, KNEE,

erm: BILATERAL

Start  UNK/UNK/2

Date: 012

Ongoi NO

ng: End Date:

UNK/UN
K/2012

Sep-28-2020 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
14:40:21 (autocalc) Line 14
(UTC-06:00) MH N
Central Time (US umber
& Canada) :

Medic ARTHROSC

al Hist OPIC SURG

ory Te ERY, BILAT

rm: ERAL
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Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

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

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

Start UNK/UNK/2
Date: 012

Ongoi NO

ng: End Date:

UNK/UN
K/2012
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Subject No: 11171141
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Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

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

1.n Line/MH Number:

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:40:21 (autocalc) | 14

(UTC-06:00)

Central Time (US

& Canada)

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

Date L ocation User Value Reason
Oct-13-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Closed | Response satisfies
14:48:48 (b) (6) query
(UTC-06:00)

Centra Time

(US & Canada)

Oct-12-2020 ACVOPFEINFPG000 | auto query Query 1: Answe | New Information
17:13:29 (autoquery) red

(UTC-06:00)

Centra Time

(US & Canada)

Oct-12-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: New Information
17:13:29 ARTHROSCOP

(UTC-06:00) |C SURGERY,

Centra Time KNEE, BILATE

(US & Canada) RAL

Sep-30-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Opene | CLINQUERY - If
15:28:06 (b) (6) d the

(UTC-06:00) diagnosis/etiology
Central Time for procedure
(US & Canada) ARTHROSCOPIC
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Subject Initials; ---

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

SURGERY,
BILATERAL is
known and not
already listed in
MH, please report
as a separate MH
entry.

Sep-28-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

14:40:21 ARTHROSCOP

(UTC-06:00) |C SURGERY,

Centra Time BILATERAL

(US & Canada)

1.n Start Date:

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

14:40:21 (ﬁ)- ) UNK/UNK/2012

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

1.n Ongoing:

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

14:40:21 (;‘)’ . NO

(UTC-06:00) (b) (6) End Date:

Central Time (US

& Canada) UNK/UNK/2012

lo
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Subject No: 11171141
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Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:58

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:41:03 (autocalc) | Line 15

(UTC-06:00) MH N

Centra Time (US umber

& Canada) .

Medic IDIOPATHIC

al Hist NEUROPATH

ory Te Y, LOWER EX

rm:  TREMITY, LE
FT

Start May/UNK/202
Date: O

Ongoi YES
ng:
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Subject Initials; ---
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Site No: 1117

Subject No: 11171141

Generated By: (b) (4)
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l.oLine/MH Number:

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:41:03 (autocalc) | 15

(UTC-06:00)

Central Time (US

& Canada)

1.0 Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies.

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:41:03 (é)’ ) IDIOPATHIC NEURO

(UTC-06:00) (b) 6 PATHY, LOWER EXT

Central Time (US REMITY, LEFT

& Canada)

1.0 Start Date:

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:41:03 (ﬁ)’ ) May/UNK /2020

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

1.0 Ongoing:

Date L ocation User Value Reason
Oct-09-2020 ACVOPFEINFPE000 |(b) (4), Query 1. Closed | Response satisfies
14:18:30 ®) (6) query
(UTC-06:00)
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Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

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

Central Time

(US & Canada)

Oct-08-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answer | PER

17:08:15 ed INVESTIGATOR,

(UTC-06:00) EXC1 CRITERIA

Central Time NOT MET

(US & Canada)

Sep-30-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Opened | CLINQUERY -

15:26:42 () (6) IDIOPATHIC

(UTC-06:00) NEUROPATHY,

Central Time LOWER

(US & Canada) EXTREMITY,
LEFT isnoted as
ongoing. Please
confirm if this
recent MedHXx is
truly ongoing and
if the subject
meets Exclusion 1
asper thePl's
assessment, then
update the CRF as
appropriate.

Sep-28-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

14:41:03 YES

(UTC-06:00)

Centra Time

(US & Canada)

1p

Date L ocation | User | Value Reason
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Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:41:51 (autocalc) | LineeMH 16

(UTC-OGZOO) Number:

Certtrdl Time (US Medical Hi CHOLELI

& Canaga) story Term THIASIS

Start Date: UNK/UNK
/2006
Ongoing: NO
End Date

UNK/U
NK/200
6
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1.pLine/MH Number:

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:41:51 (autocalc) | 16
(UTC-06:00)
Central Time (US
& Canada)
1.p Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:41:51 (é)’ ) CHOLELITHIASIS
(UTC-06:00) (b) 6
Central Time (US
& Canada)
1.p Start Date:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:41:51 (ﬁ)’ ) UNK/UNK /2006
(UTC-06:00) () (6)
Centra Time (US
& Canada)
1.p Ongoing:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:41:51 (ﬁ)- ) NO
(UTC-06:00) (b) (6) End Date:
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Central Time (US

& Canada) UNK/UNK/2006

1q

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:42:20 (autocalc) | Line/MH 17

(UTC-OGZOO) Number:

Central Time (US Medical CHOLECY

& Canada)

History T CSTECTE

erm: MY
Start Dat UNK/UNK/
e 2006
Ongoing: NO
End Date:
UNK/UN
K /2006
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1.qLine/MH Number:

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:42:20 (autocalc) |17

(UTC-06:00)

Central Time (US

& Canada)

1.9 Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies.

090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 (2) Data Entry: Initial Entry
(1ST4§ %% o Eb; © I\c/lr\|(0|_ ECYCSTECTE
Central Time (US
& Canada)
1.q Start Date:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 (2) Data Entry: Initial Entry
(13;1(2: %% o Eb;’(e) UNK/UNK/2006
Central Time (US
& Canada)
1.9 Ongoing:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 8; Data Entry: Initial Entry
(UTC0600 O | Enapae
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Site Name: (1117) Sundance Clinical Research
Subject Initials; ---

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

Central Time (US

& Canada) UNK/UNK/2006

1.r

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:42:49 (autocalc) | Line/MH 18

(UTC-06:00) Number:

Central Time (US Medical CATARACT

& Canada)

History S, BILATER

Term: AL
Start Dat UNK/UNK/
e 2017
Ongoing: NO
End Date:
UNK/UN
K/2018
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Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1.r Line/MH Number:

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:42:49 (autocalc) |18

(UTC-06:00)

Central Time (US

& Canada)

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

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

14:42:49 (ﬁ)- . CATARACTS, BILAT

(UTC-06:00) (b) (6) ERAL

Central Time (US

& Canada)

1.r Start Date:

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

14:42:49 (ﬁ)- ) UNK/UNK /2017

(UTC-06:00) 0} (6)

Central Time (US

& Canada)

1.r Ongoing:

Date L ocation User Value Reason
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Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
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Generated Time (GMT): 29-Mar-2021 10:58
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Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:42:49 (;‘)’ ) NO
(UTC-06:00) (b) (6) End Date:
Central Time (US
& Canada) UNK/UNK/2018
1s
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:43:15 (autocalc) | Line/M 19
(UTC—OGOO) H Num
Central Time (US ber:
& Canada) Medica CATARACT

| Histor REMOVAL,

y Term: BILATERAL

Start D UNK/UNK/20

ate: 18

Ongoin NO

o End Date:

UNK/UNK
/2018
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1.sLine/MH Number:

Date L ocation User Value Reason

-28- auto calc ata Entry: nitial Entry
Sep-28-2020 ACVOPFEINFP6000 ca Data E Initial E
14:43:15 (autocalc) |19
(UTC-06:00)
Central Time (US
& Canada)
1.s Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:43:15 (é)’ ) CATARACT REMOV
(UTC-06:00) (b) 6 AL, BILATERAL
Central Time (US
& Canada)
1.s Start Date:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:43:15 (ﬁ)’ ) UNK/UNK/2018
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
1.sOngoing:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:43:15 (ﬁ)- ) NO
(UTC-06:00) (b) (6) End Date:
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Generated Time (GMT): 29-Mar-2021 10:58

Central Time (US

& Canada) UNK/UNK/2018

1.t

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:43:47 (autocalc) | Line/M 20

(UTC-06:00) H Numb

Central Time (US er:

& Canada) Medical VISION IMP

History AIRMENT,
Term: BILATERAL

Start Da UNK/UNK/1
te: 966

Ongoing YES
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Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:43:47 (autocalc) |20
(UTC-06:00)
Central Time (US
& Canada)
1.t Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:43:47 (é)’ ) VISION IMPAIRME
(UTC-06:00) (b) 6 NT, BILATERAL
Central Time (US
& Canada)
1.t Start Date:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:43:47 (ﬁ)’ ) UNK/UNK/1966
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
1.t Ongoing:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:43:47 (ﬁ)- ) YES
(UTC-06:00) (b) (6)
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Central Time (US
& Canada)
lu
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: New
14:44:32 (ﬁ)’ . Ling/ 21 Information
(UTC-06:00) (b) (6) MH N
Central Time (US umber
& Canada) .

Medic CARPAL TU

al Hist NNEL SYN

ory Te DROME, RI

rm: GHT

Start UNK/UNK/2

Date: 014

Ongoi NO

ng: End Date:

UNK/UN
K/2019

Sep-28-2020 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
14:44:15 (autocalc) Line/M 21
(UTC-06:00) H Num
Central Time (US ber:
& Canada) Medica CARPAL T

| Histor UNNEL SY

y Term NDROME

Start D UNK/UNK/

ate: 2014
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o End Date:
UNK/UN
K/2019

Page 338 of 616

*** Confidential***
FDA-CBER-2021-5683-0796009




090177e196ae3dca\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: 11171141
Generated By: (b) (4)

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

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

*** Confidential***

1.u Line/MH Number:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:44:15 (autocalc) |21
(UTC-06:00)
Central Time (US
& Canada)
1.u Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: New
14:44:32 (ﬁ)' ) CARPAL TUNNEL | Information
(UTC-06:00) (b) ®) SYNDROME, RIGH
Central Time (US T
& Canada)
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:44:15 (s)' . CARPAL TUNNEL
(UTC-06:00) (b) (6) SYNDROME
Central Time (US
& Canada)
1.u Start Date:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:44:15 (g‘)- . UNK/UNK/2014
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
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1.u Ongoing:

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:44:15 (ﬁ)- ) NO

(UTC-06:00) (b) (6) End Date:

Central Time (US

& Canada) UNK/UNK/2019

lv

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:45:12 (autocalc) | Line/M 22

(UTC-06:00) H Num

Central Time (US ber:

& Canada) Medica CARPAL TU

| Histor NNEL RELE
y Term: ASE, RIGHT

Start D UNK/UNK/20

ate: 19

Ongoin NO

o: End Date:
UNK/UNK
/2019
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1.vLineMH Number:
Date L ocation User Value Reason

-28- auto calc ata Entry: niti ntry
Sep-28-2020 ACVOPFEINFP6000 cd Data E Initial E
14:45:12 (autocalc) |22
(UTC-06:00)
Central Time (US
& Canada)
1.v Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:45:12 (é)’ ) CARPAL TUNNEL R
(UTC-06:00) (b) 6 ELEASE, RIGHT
Central Time (US
& Canada)
1.v Start Date:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:45:12 (ﬁ)’ ) UNK/UNK/2019
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
1.v Ongoing:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:45:12 (ﬁ)- ) NO
(UTC-06:00) (b) (6) End Date:
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1w
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Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:45:41 (autocalc) | Line/MH 23

(UTC-06:00) Number :

Central Time (US Medical ECTOPICP

& Canada)

History T REGNANC

erm:. Y
Start Dat UNK/UNK/
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Ongoing: NO
End Date:
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1.wLine/MH Number:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:45:41 (autocalc) |23
(UTC-06:00)
Central Time (US
& Canada)
1.w Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:45:41 (é)’ ) ECTOPIC PREGNAN
(UTC-06:00) (b) 6 cY
Central Time (US
& Canada)
1w Start Date:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:45:41 (ﬁ)’ ) UNK/UNK/1972
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
1.w Ongoing:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:45:41 (ﬁ)- ) NO
(UTC-06:00) (b) (6) End Date:
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Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:46:19 (autocalc) |24

(UTC-06:00)

Central Time (US

& Canada)

1.x Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies.

Date L ocation User Value Reason

Oct-09-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Closed | Response satisfies

14:22:01 (b) (6) query

(UTC-06:00)

Central Time

(US & Canada)

Oct-08-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answer | PER

17:09:40 ed INVESTIGATOR,

(UTC-06:00) ETIOLOGY IS

Central Time UNKNOWN, NO

(US & Canada) SEPARATE
MEDHX

Sep-30-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Opened | CLINQUERY - If

15:29:00 (OO the

(UTC-06:00) diagnosis/etiology

Central Time for condition

(US & Canada) EDEMA, LOW
EXTERMITY,
LEFT isknown
and not already
listed in MH,
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14:46:19 EDEMA, LOW

(UTC-06:00) EXTERMITY, L

Central Time EFT

(US & Canada)

1.x Start Date:

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

14:46:19 (ﬁ)- ) UNK/UNK/2018

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

1.x Ongoing:

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

14:46:19 (), YES

. (b) (6)

(UTC-06:00)

Central Time (US

& Canada)

ly

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:46:53 (autocalc) | Line/MH N 25
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(13%:_&(3)?& o Ebg © HERPES LABIALIS
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& Canada)

ly Start Date:

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 (2) Data Entry: Initial Entry

(13;1(6; 23(; o Eb;’(e) UNK/UNK/1970

Central Time (US

& Canada)

1.y Ongoing:

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 8; Data Entry: Initial Entry
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& Canada)
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Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:47:33 (é)’ ) CHRONIC LOW BA
(UTC-06:00) (b) 6 CK PAIN
Central Time (US
& Canada)
1.z Start Date:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:47:33 (ﬁ)’ ) UNK/UNK/2016
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& Canada)
1.z Ongoing:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:47:33 (ﬁ)- ) YES
(UTC-06:00) (b) (6)

Page 350 of 616

*** Confidential***
FDA-CBER-2021-5683-0796021



090177e196ae3dca\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: 11171141

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

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

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

Central Time (US

& Canada)

l.aa

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:48:14 (autocalc) | LinelM 27

(UTC-06:00) H Num

Central Time (US ber:

& Canada) Medical HERNIA RE

History PAIR, ABDO
Term: MINAL

Start Da UNK/UNK/1

te: 989

Ongoing NO

; End Date:
UNK/UN
K/1989

*** Confidential***

Page 351 of 616

FDA-CBER-2021-5683-0796022




090177e196ae3dca\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: 11171141
Generated By: (b) (4)

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:58
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Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:48:14 (autocalc) | 27

(UTC-06:00)

Central Time (US

& Canada)

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

Date L ocation User Value Reason

Oct-08-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Closed | Response satisfies

08:49:24 (b) (6) query

(UTC-06:00)

Central Time

(US & Canada)

Oct-07-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1. Answer | See MEDHX

14:00:32 ed Line10

(UTC-06:00)

Central Time

(US & Canada)

Sep-29-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Opened | CLLINQUERY -

15:03:27 (O If

(UTC-06:00) diagnosis/etiology

Central Time for condition

(US & Canada) HERNIA
REPAIR,
ABDOMINAL is
known, please
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Sep-28-2020 ACVOPFEINFPG6000 |(b) (4), (b) (6) Data Entry: Initial Entry
14:48:14 HERNIA REPAI
(UTC-06:00) R, ABDOMINA
Centra Time L
(US & Canada)
l.aa Start Date:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:48:14 (ﬁ)’ ) UNK/UNK /1989
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
1.aa Ongoing:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:48:14 (ﬁ)- . NO
(UTC-06:00) (b) (6) End Date:
Central Time (US
& Canada) UNK/UNK/1989
l.ab
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
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(UTC-06:00) H Num
Central Time (US ber:
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14:48:50 (autocalc) |28
(UTC-06:00)
Central Time (US
& Canada)
1.ab Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:48:50 (é)’ ) HERNIA REPAIR, A
(UTC-06:00) (b) 6 BDOMINAL
Central Time (US
& Canada)
1.ab Start Date:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:48:50 (ﬁ)’ ) UNK/UNK/1995
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
1.ab Ongoing:
Date L ocation User Value Reason

-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entr
Sep DataeEntry. y
14:48:50 (ﬁ)- ) NO

-06: nd Date:

(UTC-06:00) (b) (6) End D
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Central Time (US Medical Hi PEPTIC U
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Start Date: UNK/UNK
/2007
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l.ac Line/MH Number:
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Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:49:17 (autocalc) |29

(UTC-06:00)

Central Time (US

& Canada)

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

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

14:49:17 (), PEPTIC ULCER

(UTC-06:00) (b) 6

Central Time (US

& Canada)

1l.ac Start Date:

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
20 4),

(13_;1(% %)76:00) (b)) UNK/UNK/2007

Central Time (US

& Canada)

1.ac Ongoing:

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

14:49:17 (ﬁ)- ) NO

(UTC-06:00) (b) (6) End Date:
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Central Time (US Medical BRONCHI

& Canada)

History T TIS, CHRO
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21.03
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

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

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

Central Time (US
& Canada)

Page 364 of 616

*** Confidential***
FDA-CBER-2021-5683-0796035
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 15-Sep-2020 21:57
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: HIV STATUS - 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 - What is the subject HI'V status?

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:50:20 (ﬁ)- ) The subject isNOT kn

(UTC-06:00) (b) (6) own to be HIV POSIT

Central Time (US IVE

& Canada)

*** Confidential***
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:56

SiteNo: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: VITAL SIGNS - BASELINE - eCRF Audit Trall

History

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

Subject Initials: ---

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

Back to Form

1. Date:

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

14:50:49 (4), /22/2020

(UTC-06:00) (b) (6) >

Central Time (US

& Canada)

2. Weight:

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

14:50:49 (4), 256.8

(UTC-06:00) (b) (6)

Centra Time (US

& Canada)

3. Unit:

Date L ocation User Value Reason
-28- ata Entry: niti ntry

Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry Initial E

14:50:49 (4), LB

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

4. Height:

Date L ocation User Value Reason
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Site No: 1117

Form Version: 15-Sep-2020 21:56

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

History

Form: VITAL SIGNS - BASELINE - eCRF Audit Trall

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

*** Confidential***

Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:50:49 (ﬁ)’ . 64.0
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5. Unit:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:50:49 (ﬁ)- . in
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
6. Body Mass | ndex:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:50:49 (autocalc) |44.1
(UTC-06:00)
Central Time (US
& Canada)
7.a
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:50:49 (4),
(UTC-06:00) B2 resbrat
Central Time (US Temperatur 98.0
& Canada) e
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:56
Site No: 1117

Subject No: 11171141

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

Temperatur F
e Unit:

Temperatur ORAL
eLocation:: CAVIT

Y
7.a Record I dentifier:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:50:49 (4), 1
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
7.a Temperature:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:50:49 (4), 98.0
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
7.aUnit:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 Ebg Data Entry: Initial Entry
14:50:49 4), F
(UTC-06:00) (b) ®)
Central Time (US
& Canada)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:56
Site No: 1117

Subject No: 11171141

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

*** Confidential***

7.a Temperature Location:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:50:49 (ﬁ)- ) ORAL CAVITY
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Audit Trail History

Form Version: 15-Sep-2020 21:51
SiteNo: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF

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. Lab Pandl:

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:51:04 (autocalc) | URINALYSIS

(UTC-06:00)

Central Time (US

& Canada)

2. Lab Sub-Pand:

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:51:.04 (autocalc) | PREGNANCY

(UTC-06:00)

Centra Time (US

& Canada)

3. Collection Date:

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

14:51:04 (ﬁ)- ) Sen/22/2020

(UTC-06:00) A

Central Time (US

& Canada)

4. Laboratory Name and Address (Derived)

Date L ocation | User | Value Reason
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:51

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - 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-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:51:04 (autocalc) | STUDY SITE

(UTC-06:00)

Central Time (US

& Canada)

5. Specimen Type:

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:51:04 (autocalc) | URINE
(UTC-06:00)
Central Time (US
& Canada)
6.a
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:51.04 (autocalc) | sponsor- 113
(UTC-06:00) Defined |
Central Time (US dentifier:
& Canada) Test:: Choriogona
dotropin Be
ta PX113

Result::

Not Done NOT DON

e E
6.a Sponsor ID:
Date L ocation | User | Value Reason

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:51

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Audit Trail History

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:51:04 (autocalc) | 113

(UTC-06:00)

Central Time (US

& Canada)

6.a Test:

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:51:04 (ﬁ)- ) Choriogonadotropin B

(UTC-06:00) (b) (6) eta PX113

Central Time (US

& Canada)

6.a Not Done:

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:51:04 (ﬁ)- ) NOT DONE

(UTC-06:00) (b) (6)

Central Time (US

& Canada)
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Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
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 :

*** Confidential***

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:51:19 (4), /22/2020
(UTC-06:00) (b) (6) >
Central Time (US
& Canada)
2. Randomization Number:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:51:19 (ﬁ)- ) 262947
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1117

Subject No: 11171141
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-29-2020
16:56:09
(UTC-06:00)
Central Time (US
& Canada)

ACVOPFEINFP6000

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date

L ocation

Value

Reason

Sep-29-2020
16:56:09
(UTC-06:00)
Centra Time (US
& Canada)

ACVOPFEINFP6000

auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date

L ocation

User

Value

Reason

Sep-29-2020
16:56:29
(UTC-06:00)
Central Time (US
& Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 1: Deleted

Close Auto
Query

Sep-29-2020
16:56:09
(UTC-06:00)
Central Time (US

ACVOPFEINFP6000

auto query
(autoquery)

Query 1: Candidate

'‘Sample
Collected? is
Yes, however
no barcodes are
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Site No: 1117

Form Version: 22-Apr-2020 21.03

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

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

& Canada) entered. Please
review and
correct as
appropriate.

Sep-29-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

16:56:09 (), YES

(UTC-06:00) (0) (6) Date of Collection:

Central Time (US

& Canada) Sep/22/2020

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 ACVOPFEINFPE000 |(b) (4). (b) (6) |DataEntry: Initial Entry

16:25:37

(UTC-06:00)

Central Time (US

& Canada)

Oct-06-2020 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Closed Not required

01:08:15 (6) now

(UTC-06:00)

Central Time (US

& Canada)

Oct-05-2020 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Opened DM: If sample

08:51:13 6) was collected

(UTC-06:00) according to

Central Time (US protocol,

& Canada) please do not
record any
responsein
this specified

*** 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: 11171141
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

field, Thank
you.
Sep-29-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
16:56:15 Not Applicable
(UTC-06:00)
Central Time (US
& Canada)
5a
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
16:56:29 Eﬁ;'@) Sample D BM8YN
(UTC-06:00) . 6
Central Time (US
& Canada)
5.a SampleID
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
16:56:29 (;‘)’ ) BM8YNG
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5b
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
16:56:38 E;g © Sample 1D BM8YN
(UTC-06:00) : 5
Page 376 of 616

*** Confidential***
FDA-CBER-2021-5683-0796047




090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Site No: 1117

Form Version: 22-Apr-2020 21.03

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

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

Central Time (US

& Canada)

5.b Sample D

Date L ocation User Value Reason

Sep-29-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

16:56:38 (4), BM8YN5

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

5.c

Date L ocation User Value Reason

Sep-29-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

. (4),

(18584(1)2:00) () 6) .Sample ID EMSYN

Central Time (US

& Canada)

5.c Sample D

Date L ocation User Value Reason
-20- Data Entry: nitial Entry

Sep-29-2020 ACVOPFEINFP6000 |(b) Data E Initia E

16:56:46 (4), BMS8Y N4

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

5.d

Date L ocation User Value Reason

*** 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: 11171141
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

Sep-29-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
-0o- (4), .

(lzfégé 0 (b) ©) Sample ID: BPRV54

Central Time (US

& Canada)

5.d Sample ID

Date L ocation User Value Reason

Sep-29-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

17:02:13 (4), BPRV54

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

5e

Date L ocation User Value Reason

Sep-29-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
-00- (4), .

(153(2:-_%% 0 () (6) Sample|D: BPRV53

Central Time (US

& Canada)

5.e Sample 1D

Date L ocation User Value Reason

Sep-29-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

17:02:22 (4), BPRV53

(UTC-06:00) (b) (6)

Central Time (US

& Canada)
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SiteNo: 1117

Form Version: 22-Apr-2020 21:03

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

SWAB - eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL

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. Data Origin

Date L ocation User Value Reason

Sep-29-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

16:44:55 (autocalc) | SITE

(UTC-06:00)

Central Time (US

& Canada)

2. Sample Type

Date L ocation User Value Reason

Sep-29-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

16:44:55 (autocalc) | NASAL_SWAB

(UTC-06:00)

Centra Time (US

& Canada)

3. Sample Collected?

Date L ocation User Value Reason

Sep-29-2020 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto

16:45:05 (autoquery) Query

(UTC-06:00)

Central Time (US

& Canada)

Sep-29-2020 ACVOPFEINFP6000 |autoquery | Query 1. Candidate '‘Sample

16:44:55 (autoquery) Collected? is

(UTC-06:00) Yes, however

Central Time (US no barcodes are
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21.03

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

SWAB - eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

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

& Canada) entered. Please
review and
correct as
appropriate.

Sep-29-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

16:44:55 (4), YES

(UTC-06:00) (0) (6) Date of Collection:

Central Time (US

& Canada) Sep/22/2020

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 ACVOPFEINFPE000 |(b) (4). (b) (6) |DataEntry: Initial Entry

16:25:50

(UTC-06:00)

Central Time (US

& Canada)

Oct-06-2020 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Closed Not required

01:08:15 (6) now

(UTC-06:00)

Central Time (US

& Canada)

Oct-05-2020 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Opened DM: If sample

08:51:05 6) was collected

(UTC-06:00) according to

Central Time (US protocol,

& Canada) please do not
record any
responsein
this specified
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Site No: 1117

Form Version: 22-Apr-2020 21.03

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

SWAB - eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

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

*** Confidential***

field, Thank
you.
Sep-29-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
16:44:39 Not Applicable
(UTC-06:00)
Central Time (US
& Canada)
5a
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
16:45:05 Eﬁ;'@) Sample D BM8YK
(UTC-06:00) : F
Central Time (US
& Canada)
5.a SampleID
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
16:45:05 (;‘)’ ) BM8YKF
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

Site No: 1117

Subject No: 11171141
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. Was there a temporary delay of vaccination?

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

14:51:45 (ﬁ)- ) NO

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

2. Treatment Name

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:51:45 (autocalc) | BLINDED THERAPY

(UTC-06:00)

Central Time (US

& Canada)

3. Formulation:

Date L ocation User Value Reason

Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:51:45 (autocalc) | INJECTION

(UTC-06:00)

Centra Time (US

& Canada)

4. Dose Date Time:

Date L ocation User Value Reason
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

Form: VACCINATION - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

*** Confidential***

Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:51:45 (ﬁ)- . Sen/22/2020 10:38
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5. Anatomical Location:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:51:45 (autocalc) | DELTOID MUSCLE
(UTC-06:00)
Central Time (US
& Canada)
6. Body Side:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:51:45 (;‘)’ ) LEFT
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
7. Route:
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:51:45 (autocalc) | INTRAMUSCULAR
(UTC-06:00)
Central Time (US
& Canada)
10. Timeframe Subject Was Observed
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 11171141

Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:51:45 (autocalc) | THE PROTOCOL SPE

(UTC-06:00) CIFIED OBSERVATIO

Central Time (US N PERIOD

& Canada)

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

Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:51:45 (;‘)’ ) YES

(UTC-06:00) (b) (6)

Central Time (US

& Canada)
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

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

Subject No: 11171141
Generated By: (b) (4)

Form: REACTOGENICITY DIARY - eCRF Audit Trail

History

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

Subject Initials: ---

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

Back to Form

*** Confidential***

1. Select appropriate response - Reactogenicity diary collection
Date L ocation User Value Reason
Sep-28-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:51:54 (;‘)’ ) NO - REACTOGENI
(UTC-06:00) () ©) CITY E-DIARY NOT
Central Time (US COLLECTED FORT
& Canada) HIS SUBJECT
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V2 VAX2 L

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

Subject No: 11171141

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-13-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
13:05:17 (ﬁ)- ) Oct/13/2020
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V2 VAX2 L
Form Version: 10-Oct-2020 16:01

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Back to Form

1. Date:
Date L ocation User Value Reason
Oct-13-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
13:05:34 (4), Oct/13/2020
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
2.a
Date L ocation User Value Reason
Oct-13-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
13:05:34 (4),
(UTC-06:00) (b) (6) Et?ﬁz?; e
Central Time (US Temperatur 96.7
& Canada) e

Temperatur F

e Unit:

Temperatur ORAL

eLocation:: CAVIT

Y
2.a Record | dentifier:
Date L ocation User Value Reason
Oct-13-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
13:05:34 (4), 1
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 10-Oct-2020 16:01
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: VITAL SIGNS- TEMP - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

2.a Temperature:

Date L ocation User Value Reason
Oct-15-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Closed Response
13:19:15 satisfies query
(UTC-06:00)
Centra Time (US
& Canada)
Oct-14-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answered | Original value
13:44:00 IS correct. per
(UTC-06:00) Investigator,
Central Time (US temperatureis
& Canada) not clinically
significant

Oct-13-2020 ACVOPFEINFP6000 | auto query Query 1: Opened Temperature
13:05:34 (autoquery) 96.7Fis
(UTC-06:00) outside of
Central Time (US Normal Range
& Canada) 97-995F
Oct-13-2020 ACVOPFEINFPG000 |(b) (4), (b) (6) Data Entry: Initial Entry
13.05:34 96.7
(UTC-06:00)
Central Time (US
& Canada)
2.a Unit:
Date L ocation User Value Reason
Oct-13-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
13:05:34 (ﬁ)’ ) F
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 10-Oct-2020 16:01
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: VITAL SIGNS- TEMP - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

*** Confidential***

2.a Temperature Location:
Date L ocation User Value Reason
Oct-13-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
13:05:34 (;‘)’ ) ORAL CAVITY
(UTC-06:00) (b) (6)
Centra Time (US
& Canada)
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: V2 VAX2_L

Audit Trail History

Form Version: 15-Sep-2020 21:51
SiteNo: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF

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. Lab Pandl:

Date L ocation User Value Reason

Oct-13-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

13:06:26 (autocalc) | URINALYSIS

(UTC-06:00)

Central Time (US

& Canada)

2. Lab Sub-Pan€l:

Date L ocation User Value Reason

Oct-13-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

13:06:26 (autocalc) | PREGNANCY

(UTC-06:00)

Centra Time (US

& Canada)

3. Collection Date:

Date L ocation User Value Reason

Oct-13-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

13:06:26 (ﬁ)- ) Oct/13/2020

(UTC-06:00) (b} (6)

Central Time (US

& Canada)

4. Laboratory Name and Address (Derived)

Date L ocation | User | Value Reason
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Visit: V2 VAX2 L

Site No: 1117

Generated By: (b) (4)

Header Text: c4591001

Form Version: 15-Sep-2020 21:51

Subject No: 11171141

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF

Audit Trail History

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

Subject Initials; ---

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

Oct-13-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:06:26 (autocalc) | STUDY SITE
(UTC-06:00)
Central Time (US
& Canada)
5. Specimen Type:
Date L ocation User Value Reason
Oct-13-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:06:26 (autocalc) | URINE
(UTC-06:00)
Central Time (US
& Canada)
6.a
Date L ocation User Value Reason
Oct-13-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:06:26 (autocalc) | sponsor- 113
(UTC-06:00) Defined |
Central Time (US dentifier:
& Canada) Test:: Choriogona
dotropin Be
ta PX113

Result::

Not Done NOT DON

e E
6.a Sponsor ID:
Date L ocation | User | Value Reason
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 15-Sep-2020 21:51

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

Oct-13-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:06:26 (autocalc) | 113
(UTC-06:00)
Central Time (US
& Canada)
6.a Test:
Date L ocation User Value Reason
Oct-13-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
13:06:26 (ﬁ)- 5 Choriogonadotropin B
(UTC-06:00) (b) (6) eta PX113
Central Time (US
& Canada)
6.a Not Done:
Date L ocation User Value Reason
Oct-13-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
13:06:26 (é)- ) NOT DONE
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

SiteNo: 1117

Form Version: 22-Apr-2020 21:03

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: V2 VAX2_L

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

*** Confidential***

1. Data Origin

Date L ocation User Value Reason

Oct-14-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

13:42:53 (autocalc) | SITE

(UTC-06:00)

Central Time (US

& Canada)

2. Sample Type

Date L ocation User Value Reason

Oct-14-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

13:42:53 (autocalc) | NASAL_SWAB

(UTC-06:00)

Centra Time (US

& Canada)

3. Sample Collected?

Date L ocation User Value Reason

Oct-14-2020 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto

13:43:06 (autoquery) Query

(UTC-06:00)

Central Time (US

& Canada)

Oct-14-2020 ACVOPFEINFP6000 |autoquery | Query 1. Candidate '‘Sample

13:42:53 (autoquery) Collected? is

(UTC-06:00) Yes, however

Central Time (US no barcodes are
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21.03

Site No: 1117

Subject No: 11171141
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

& Canada) entered. Please
review and
correct as
appropriate.

Oct-14-2020 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry

13:42:53 (;‘)- ) YES

(UTC-06:00) (0) (6) Date of Collection:

Central Time (US

& Canada) Oct/13/2020

S.a

Date L ocation User Value Reason

Oct-14-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

A (4), _

%S_?g_%% ) (b) (6) Sample I D: BRIBG2

Central Time (US

& Canada)

5.a Sample D

Date L ocation User Value Reason

Oct-14-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

13:43:06 (4), BRJ8G2

(UTC-06:00) (b) (6)

Central Time (US

& Canada)
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090177e196ae3dca\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: 11171141
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

*** Confidential***

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason

Oct-13-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

13:06:57 (ﬁ)- ) NO

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

2. Treatment Name

Date L ocation User Value Reason

Oct-13-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

13:06:57 (autocalc) | BLINDED THERAPY

(UTC-06:00)

Central Time (US

& Canada)

3. Formulation:

Date L ocation User Value Reason

Oct-13-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

13:06:57 (autocalc) | INJECTION

(UTC-06:00)

Centra Time (US

& Canada)

4. Dose Date Time:

Date L ocation User Value Reason
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090177e196ae3dca\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: 11171141
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

Oct-13-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
13:06:57 (ﬁ)- ) Oct/13/2020 12:01
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5. Anatomical Location:
Date L ocation User Value Reason
Oct-13-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:06:57 (autocalc) | DELTOID MUSCLE
(UTC-06:00)
Central Time (US
& Canada)
6. Body Side:
Date L ocation User Value Reason
Oct-13-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
13:06:57 (ﬁ)’ ) LEFT
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
7. Route:
Date L ocation User Value Reason
Oct-13-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:06:57 (autocalc) | INTRAMUSCULAR
(UTC-06:00)
Central Time (US
& Canada)
10. Timeframe Subject Was Observed
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V2 VAX2 L Form: VACCINATION - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171141 Subject Initials; ---

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

Date L ocation User Value Reason
Oct-13-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:06:57 (autocalc) | THE PROTOCOL SPE

(UTC-06:00) CIFIED OBSERVATIO

Central Time (US N PERIOD

& Canada)

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

Date L ocation User Value Reason
Oct-13-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
13:06:57 (;‘)’ ) YES
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V3_MONTH1 POSTVAX2 L Form: DATE OF VISIT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

Form Version: 22-Apr-2020 21.02
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Subject Initials; ---

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
12:55:29 (g% ) Nov/11/2020
(UTC-06:00) (0) (6)
Central Time (US
& Canada)
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

SiteNo: 1117

Form Version: 22-Apr-2020 21:03

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: V3 MONTH1_POSTVAX2_L

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

*** Confidential***

1. Data Origin

Date L ocation User Value Reason

Nov-12-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

17:59:33 (autocalc) | SITE

(UTC-06:00)

Central Time (US

& Canada)

2. Sample Type

Date L ocation User Value Reason

Nov-12-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

17:59:33 (autocalc) | SERUM

(UTC-06:00)

Centra Time (US

& Canada)

3. Sample Collected?

Date L ocation User Value Reason

Nov-12-2020 ACVOPFEINFP6000 |autoquery | Query 1. Deleted Close Auto

17:59:43 (autoquery) Query

(UTC-06:00)

Central Time (US

& Canada)

Nov-12-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample

17:59:33 (autoquery) Collected? is

(UTC-06:00) Yes, however

Central Time (US no barcodes
Page 399 of 616

FDA-CBER-2021-5683-0796070




090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V3 MONTH1 _POSTVAX2 L

Form Version: 22-Apr-2020 21.03

Site No: 1117

Subject No: 11171141
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

& Canada) are entered.
Please review
and correct as
appropriate.

Nov-12-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

17:59:33 (;‘)’ ) YES

(UTC-06:00) (b) (6) Date of Collection:

Central Time (US

& Canada) Nov/11/2020

5a

Date L ocation User Value Reason

Nov-12-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

17:59:43 gg - Sample|D BRSRV

(UTC-06:00) : N

Central Time (US

& Canada)

5.a Sample D

Date L ocation User Value Reason

Nov-12-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

17:59:43 (;‘)' ) BRSRVN

(UTC-06:00) (0) (6)

Central Time (US

& Canada)

5.b

Date L ocation User Value Reason

Nov-12-2020 ACVOPFEINFPe000 | @:®)6) | pata Entry: Initial Entry
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Form Version: 22-Apr-2020 21.03
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Visit: V3_MONTH1 POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING -

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

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

*** Confidential***

17:59:59 (b) (4), SampleID BRSRV
(UTC-06:00) (b) (6) : P
Central Time (US
& Canada)
5.b Sample D
Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:59:59 (;‘)' ) BRSRVP
(UTC-06:00) (0) (6)
Central Time (US
& Canada)
5.c
Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
18:50:55 gg'(s) Sample|D BM8YS
(UTC-06:00) : 2
Central Time (US
& Canada)
5.c Sample D
Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
18:50:55 (3)- 6 BM8Y S2
(UTC-06:00) (0) (6)
Central Time (US
& Canada)
5.d
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Header Text: c4591001

Visit: V3 MONTH1 _POSTVAX2 L

Form Version: 22-Apr-2020 21.03

Site No: 1117

Subject No: 11171141
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

Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFP6000 Ebg Data Entry: Initial Entry
=1 4),
(13%-_%2:00) (b) (6) §amp|e ID ?RDFK
Central Time (US
& Canada)
5.d Sample D
Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
18:51:04 (), BRDFK 1
(UTC-06:00) (0) (6)
Central Time (US
& Canada)
5.e
Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
=1 (4),
B8 | 01 37
Central Time (US
& Canada)
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Header Text: c4591001

Form Version: 22-Apr-2020 21.03
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Visit: V3_MONTH1 POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING -

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

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

*** Confidential***

5.eSample|D
Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
18:51:29 (s)- ) BRDFK2
(UTC-06:00) (0) (6)
Central Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 22-Apr-2020 21.03

Site No: 1117

Subject No: 11171141
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

Dec-11-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 3: Closed Response

02:13:09 satisfies query

(UTC-06:00)

Central Time (US

& Canada)

Dec-09-2020 ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto

11:43:41 (autoquery) Query

(UTC-06:00)

Centra Time (US

& Canada)

Dec-09-2020 ACVOPFEINFP6000 | auto query Query 3: Answered | Changed

11:26:11 (autoquery) Information

(UTC-06:00)

Central Time (US

& Canada)

Dec-09-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Changed

11:26:11 Dec/7/2020 Information

(UTC-06:00)

Central Time (US

& Canada)

Dec-09-2020 ACVOPFEINFP6000 |(b) (4), (b) Query 3: Opened DM: Kindly

11:09:31 ©) review and

(UTC-06:00) complete

Central Time (US ‘Health Care

& Canada) Utilization,

Microbiology
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 22-Apr-2020 21.03
Site No: 1117

Subject No: 11171141

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

*** Confidential***

Specimen,
IlIness Details
form' at this
visit. Thank
youl.

Dec-09-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Opened Date of Visitis

03:37:08 completed but

(UTC-06:00) Date of

Central Time (US Assessment in

& Canada) the Signs and
Symptoms
formis
missing. Please
review and
update as
appropriate.

Dec-08-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto

13:16:53 (autoquery) Query

(UTC-06:00)

Central Time (US

& Canada)

Dec-08-2020 ACVOPFEINFP6000 | auto query Query 2: Candidate | Dateof Visitis

13:16:36 (autoquery) completed but

(UTC-06:00) Date of

Central Time (US Assessment in

& Canada) the Signs and
Symptoms
formis
missing. Please
review and
update as
appropriate.
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 22-Apr-2020 21.03

Site No: 1117

Subject No: 11171141
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

Dec-08-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate | Dateof Visitis

13:16:36 (autoquery) compl eted but

(UTC-06:00) Date of

Central Time (US Callectionin

& Canada) both Nasal
Swab Self and
Nasal Swab are
missing. Please
review and
update as
appropriate.

Dec-08-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

13:16:36 Dec/6/2020

(UTC-06:00)

Central Time (US

& Canada)

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason

Dec-08-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

13:16:36 (autocalc) | COVID_A

(UTC-06:00)

Central Time (US

& Canada)
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SiteNo: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: ¢4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 10-Oct-2020 16:02

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:

*** Confidential***

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:41 (;‘)’ ) Dec/7/2020
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
2. Date of First Symptom Started:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:41 (ﬁ)- ) Dec/4/2020
(UTC-06:00) (b) (6)
Centra Time (US
& Canada)
3. Symptoms Ongoing?
Date L ocation User Value Reason
Jan-28-2021 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response
09:04:23 (b) (6) satisfies query
(UTC-06:00)
Central Time (US
& Canada)
Jan-27-2021 ACVOPFEINFP6000 |autoquery |Query 1. Answered New
13:12:56 (autoquery) Information
(UTC-06:00)
Central Time (US
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 10-Oct-2020 16:02
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: SSIGNSAND 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

& Canada)

Jan-27-2021 ACVOPFEINFP6000 |(b) Data Entry: New

13:12:56 (4), NO Information

(UTC-06:00) (b) (6) Date of Last Sympt

Central Time (US om Resolved:

& Canada)

Dec/25/2020

Jan-19-2021 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Clin: Please

11:58:26 (b) (6) clarify whether

(UTC-06:00) the reported

Central Time (US symptoms are

& Canada) still ongoing?
If symptoms
have ended,
please update
‘Symptoms
Ongoing’ to
‘NO’ and add
Date of Last
Symptom
Resolved on
the CRF.

Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

11:43:41 (4), YES

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

4.a

Date L ocation User Value Reason

Dec-09-2020 ACVOPFEINFP6000 |® @ ®®) | pata Entry: Initial Entry
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Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 10-Oct-2020 16:02

Form: SSIGNSAND 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***

11:43:41 (b) (4), Symptoms:  FEVE
(UTC-06:00) (®) (6) R
Central Time (US Symptom Pre NO
& Canada) sent:
4.a Symptoms:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:41 (ﬁ)- ) FEVER
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
4.a Was symptom present?
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:41 (é)’ ) NO
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
4b
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:41 Eﬁ; © Sympto NEW OR IN
(UTC-06:00) ms.  CREASED
Centra Time (US COUGH
& Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 10-Oct-2020 16:02

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: SSIGNSAND 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

Sympto YES
m Pres
ent:
4.b Symptoms:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:41 (ﬁ)- ) NEW OR INCREASE
(UTC-06:00) (b) (6) D COUGH
Central Time (US
& Canada)
4.b Was symptom present?
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:41 (;‘)’ ) YES
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
4.c
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:41 Eﬁg'(@ Symp NEW OR INC
(UTC-06:00) toms. REASED SH
Central Time (US ORTNESS OF
& Canada) BREATH
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Form: SIGNSAND SYMPTOMS OF POTENTIAL
Unscheduled Visit on Dec/07/2020 COVID-19 - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171141 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Symp YES
tom P
resent
4.c Symptoms:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:41 (ﬁ)- ) NEW OR INCREASE
(UTC-06:00) (b) (6) D SHORTNESS OF B
Central Time (US REATH
& Canada)
4.c Was symptom present?
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:41 (ﬁ)- ) YES
(UTC-06:00) 0)46)
Central Time (US
& Canada)
4d
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:43:41 Eﬁ;’(e) Symptoms:  CHIL
(UTC-06:00) LS
Central Time (US Symptom Pre NO
& Canada) sent:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 10-Oct-2020 16:02

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: SSIGNSAND 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
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:41 (ﬁ)- ) CHILLS
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
4.d Was symptom present?
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:41 (é)’ ) NO
(UTC-06:00) (b) 6
Central Time (US
& Canada)
4e
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:41 Eg’(e) Sympt NEW OR IN
(UTC-06:00) oms. CREASED
Central Time (US MUSCLE PA
& Canada) IN
Sympt YES
om Pr
esent:
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Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 10-Oct-2020 16:02

Form: SSIGNSAND 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
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:41 (ﬁ)- ) NEW OR INCREASE
(UTC-06:00) (b) (6) D MUSCLE PAIN
Central Time (US
& Canada)
4.e Was symptom present?
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:41 (é)’ ) YES
(UTC-06:00) (b) 6
Central Time (US
& Canada)
4f
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:41 Eﬁi - Sympt NEW LOSS
(UTC-06:00) oms. OF TASTE
Central Time (US OR SMELL
& Canada) sympt NO
om Pre
sent:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 10-Oct-2020 16:02

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: SSIGNSAND 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
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:41 (ﬁ)- ) NEW LOSS OF TAST
(UTC-06:00) (b) (6) E OR SMELL
Central Time (US
& Canada)
4.f Was symptom present?
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:41 (é)’ ) NO
(UTC-06:00) (b) 6
Central Time (US
& Canada)
4.9
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:41 Eg’(e) Sympt NEW OR IN
(UTC-06:00) oms. CREASED S
Central Time (US ORE THROA
& Canada) T
Sympt NO
om Pr
esent:
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Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 10-Oct-2020 16:02

Form: SSIGNSAND 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
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:41 (ﬁ)- ) NEW OR INCREASE

(UTC-06:00) (b) (6) D SORE THROAT

Central Time (US

& Canada)

4.9 Was symptom present?

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:41 (é)’ ) NO

(UTC-06:00) (b) 6

Central Time (US

& Canada)

4.h

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:41 Eﬁ; - Symptoms. DIARR

(UTC-06:00) HEA

Central Time (US Symptom P YES

& Canada) resent:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 10-Oct-2020 16:02
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: SSIGNSAND 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
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:41 (ﬁ)- ) DIARRHEA

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

4.h Was symptom present?

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:41 (é)’ ) YES

(UTC-06:00) (b) 6

Central Time (US

& Canada)

4,

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:41 Eﬁ; - Symptoms: VOMIT

(UTC-06:00) ING

Central Time (US Symptom P NO

& Canada) resent:
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Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 10-Oct-2020 16:02

Form: SSIGNSAND 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
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:41 (ﬁ)- ) VOMITING

(UTC-06:00) 0)46)

Central Time (US

& Canada)

4.i Was symptom present?

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:41 (é)’ ) NO

(UTC-06:00) (b) 6

Central Time (US

& Canada)

5.a

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:59 E;g - Symptoms RUNNY

(UTC-06:00) - Other:  NOSE

Central Time (US

& Canada)

5.a Symptoms - Other Text:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:43:59 (ﬁ)- ) RUNNY NOSE

(UTC-06:00) (b) (6)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 10-Oct-2020 16:02
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: SSIGNSAND 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

Central Time (US
& Canada)
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SiteNo: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: ¢4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 06-Jul-2020 21:54

Form Status:

Form: MICROBIOLOGY SPECIMEN - Audit Trail

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Back to Form

Central Time (US &
Canada)

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 | (b) Form Created

11:44:57 (4),

(UTC-06:00) (0) (6)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 06-Jul-2020 21:54
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail
History

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

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

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:44:57 (ﬁ)’ ) Dec/2/2020

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

2. Specimen Type:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:44:57 (ﬁ)- . SWABBED MATER]

(UTC-06:00) (b) (6) AL

Central Time (US

& Canada)

3. Specimen Collection Location:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:44:57 (ﬁ)- ) NASOPHARY NX

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

4. Assay Code and Description:

Date L ocation | User | Value Reason
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Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail
History

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

Dec-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
11:44:57 (autocalc) | SEVERE ACUTE RES

(UTC-06:00) P SYNDROME CORO

Central Time (US NAVIRUS 2

& Canada)

5. Device Type:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
11:44:57 (autocalc) | SARS-COV-2 DIAGN

(UTC-06:00) OSTIC TEST

Central Time (US

& Canada)

6. Trade Name:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:44:57 (ﬁ)- ) OTHER

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

7. Test Result:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:44:57 (;‘)’ . NEGATIVE

(UTC-06:00) (b) (6)

Central Time (US

& Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 06-Jul-2020 21:54
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail
History

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

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

9. Trade Name Other, Specify:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:44:57 (), CLIA CERTIFIED LA

(UTC-06:00) (b) (6) B

Central Time (US

& Canada)
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SiteNo: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

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

Back to Form

Central Time (US

1. Data Origin

Date L ocation User Value Reason
Dec-08-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:16:53 (autocalc) | SITE

(UTC-06:00)

Central Time (US

& Canada)

2. Sample Type

Date L ocation User Value Reason
Dec-08-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:16:53 (autocalc) | NASAL_SWAB_SELF

(UTC-06:00)

Centra Time (US

& Canada)

3. Sample Collected?

Date L ocation User Value Reason
Dec-08-2020 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto
13:17:07 (autoquery) Query
(UTC-06:00)

Central Time (US

& Canada)

Dec-08-2020 ACVOPFEINFP6000 |autoquery | Query 1. Candidate '‘Sample
13:16:53 (autoquery) Collected? is
(UTC-06:00) Yes, however

no barcodes are

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 22-Apr-2020 21.03
Site No: 1117

Subject No: 11171141

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

& Canada) entered. Please
review and
correct as
appropriate.

Dec-08-2020 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry

13:16:53 (;‘)- ) YES

(UTC-06:00) (0) (6) Date of Collection:

Central Time (US

& Canada) Dec/6/2020

S.a

Date L ocation User Value Reason

Dec-08-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

13:17:07 gg - Sample|D CV1147

(UTC-06:00) : 3

Central Time (US

& Canada)

5.a Sample D

Date L ocation User Value Reason

Dec-08-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

13:17:07 (ﬁ)’ ) CV11473

(UTC-06:00) (b) (6)

Central Time (US

& Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 22-Apr-2020 21:03

SiteNo: 1117

Subject No: 11171141
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-08-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:17:27 (autocalc) | SITE

(UTC-06:00)

Central Time (US

& Canada)

2. Sample Type

Date L ocation User Value Reason
Dec-08-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:17:27 (autocalc) | NASAL_SWAB

(UTC-06:00)

Centra Time (US

& Canada)

3. Sample Collected?

Date L ocation User Value Reason
Dec-08-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
13:17:27 (ﬁ)- . NO

(UTC-06:00) A

Central Time (US

& Canada)

4. 1f no sample was collected or sample was not collected according to protocol, please provide

reason:

Date

L ocation

User

Value

Reason

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 22-Apr-2020 21.03
Site No: 1117

Subject No: 11171141

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

Dec-08-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
13:17:27 (), SEE SELF SWAB

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

Page 426 of 616

*** Confidential***
FDA-CBER-2021-5683-0796097




090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 10-Oct-2020 15:59
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

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

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

Back to Form

la
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:47:58 g’;’(s) Typeof Pract SPEC
(UTC-06:00) itioner: IALIS
Central Time (US T
& Canada) Occurrenceo NO
f Visitsor Co
ntacts:
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:47:46 Eﬁ;’(s) Typeof Pract SPEC
(UTC-06:00) itioner: IALIS
Central Time (US T
& Canada) Occurrenceo
f Visitsor Co
ntacts:
1.aPhysician or Healthcare Professional:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:47:46 (g‘)- ) SPECIALIST
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 10-Oct-2020 15:59
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

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

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

Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:47:58 L NO
(UTC-06:00) () (©)
Centra Time (US
& Canada)
1b
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:47:58 Eﬁi © Type of Pra EMERG
(UTC-06:00) ctitioner: ENCY
Central Time (US ROOM
& Canada) Occurrence NO
of Vigitsor
Contacts:
Dec-09-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:47:46 Eﬁi © Type of Pra EMERG
(UTC-06:00) ctitioner: ENCY
Central Time (US ROOM
& Canada) Occurrence
of Vigitsor
Contacts:
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 10-Oct-2020 15:59
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

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

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

1.b Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:47:46 (ﬁ)- ) EMERGENCY ROO
(UTC-06:00) (b) (6) M
Central Time (US
& Canada)
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:47:58 (é)’ ) NO
(UTC-06:00) (b) 6
Central Time (US
& Canada)
1lc
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:47:46 E;g = Typeof P PRIMARY
(UTC-06:00) ractitione CARE PH
Central Time (US re YSICIAN
& Canada) Occurren YES

ceof Vis  Number

tsor Con of Visitso

tacts: r Contact

S
1
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 10-Oct-2020 15:59
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

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

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

1.c Physician or Healthcare Professional:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:47:46 (ﬁ)- ) PRIMARY CARE PH
(UTC-06:00) (b) (6) YSICIAN
Central Time (US
& Canada)
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:47:46 (é)’ ) YES
(UTC-06:00) (b) 6 Number of Visits or
Central Time (US Contacts:
& Canada)
1
1d
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:47:46 Eﬁ;'(b.) Typeof P URGENT
(UTC-06:00) ractitione CARE
Central Time (US re
& Canada) Occurren YES
ceof Vist Number
sor Cont of Visits
acts: or Conta
Ccts:
1
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Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 10-Oct-2020 15:59

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

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

1.d Physician or Healthcare Professional:

*** Confidential***

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:47:46 (4), URGENT CARE
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:47:46 (é)’ ) YES
(UTC-06:00) (b) 6 Number of Visits or
Central Time (US Contacts:
& Canada)
1

le
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:47:46 Eﬁ; © Type of P TELEPHO
(UTC-06:00) ractition NE CONS
Central Time (US er: ULTATIO
& Canada) N

Occurren YES

ceof Vis  Number o

tsor Con fVisitsor

tacts: Contacts:

1
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 10-Oct-2020 15:59

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

1.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
A (4),
e O s
Central Time (US
& Canada)
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 Ebg Data Entry: Initial Entry
11:47:46 4), YES
(UTC-06:00) (b) 6 Number of Visits or
Central Time (US Contacts:
& Canada)
1

1f
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(13:_?(7::%% " E;g © Type of Practiti OT

-Uo! oner: HE
Central Time (US R
& Canada) Occurrenceof NO

Visitsor Conta
cts.
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:47:46 Eﬁ;’(b.) Type of Practiti OT
(UTC-06:00) oner: HE
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on

Form Version: 10-Oct-2020 15:59

Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Dec/07/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

*** Confidential***

Central Time (US R
& Canada) Occurrence of

Visitsor Conta

cts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:47:46 (ﬁ)- ) OTHER
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
1.f Occurrence of Visits or Contacts;
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
11:47:58 (é)’ ) NO
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
3. Has the subject been hospitalized due to potential COVID-19 ilIness?
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:47:46 (g‘)- ) NO
(UTC-06:00) (b) (6)
Centra Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 06-Jul-2020 21:53

SiteNo: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - eCRF Audit Trail
History

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Back to Form

1. What is the treatment | dentifier?

Date L ocation User Value Reason

Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

11:48:27 (ﬁ)’ ) Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

2. Concomitant Non-drug Treatment Pre-specified:

Date L ocation User Value Reason

Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

11:48:27 (;1)- ) Not Done

(UTC-06:00) (b) (6)

Centra Time (US

& Canada)

3. Treatment:

Date L ocation User Value Reason

Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

11:48:27 (ﬁ)- . Not Done

(UTC-06:00) )0

Central Time (US

& Canada)

4. Treatment:

Date L ocation User Value Reason
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Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
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

*** Confidential***

Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:48:27 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5. Start Date:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:48:27 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
6. Ongoing?
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 Ebg Data Entry: Initial Entry
11:48:27 4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
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Header Text: ¢4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 06-Jul-2020 21:52
Site No: 1117

Subject No: 11171141
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
Dec-09-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
11:48:55 (autocalc) | POTENTIAL COVID-1

(UTC-06:00) 9ILLNESS

Central Time (US

& Canada)

2. Was a diagnosis obtained for Potential COVID-19 IlIness?

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:48:55 (ﬁ)- ) NO
(UTC-06:00) (b) (6)
Centra Time (US
& Canada)
3. Toxicity Grade:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:48:55 (ﬁ)- . 2
(UTC-06:00) A
Central Time (US
& Canada)
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SiteNo: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: ¢4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
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:

*** Confidential***

Date L ocation User Value Reason

Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

11:49:22 (4), Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

2. Subcategory of Clinical Event:

Date L ocation User Value Reason

Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

11:49:22 (4), Not Done

(UTC-06:00) (b) (6)

Centra Time (US

& Canada)

3. Was a diagnosis obtained?

Date L ocation User Value Reason

Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

11:49:22 (4), Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

4. Toxicity Grade:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 17-Jul-2020 21:55
Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

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

Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:22 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
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*** Confidential***
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: ¢4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:51
Site No: 1117

Subject No: 11171141

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

*** Confidential***

1. Lab Pandl:

Date L ocation User Value Reason

Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

11:49:40 (4), Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

2. Laboratory Name and Address

Date L ocation User Value Reason

Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

11:49:40 (4), Not Done

(UTC-06:00) (b) (6)

Centra Time (US

& Canada)

3. Collection Date:

Date L ocation User Value Reason

Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

11:49:40 (4), Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

4. Specimen Type:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:51
Site No: 1117

Subject No: 11171141

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

Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:40 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5a
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:40 gg-(s) Sponsor-Defin Not
(UTC-06:00) ed |dentifier: Done
Central Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done

Lab Normal R Not

ange: Done
5.a Sponsor ID:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
11:49:40 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.a Test:
Date L ocation User Value Reason
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*** Confidential***
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Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:51

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

*** Confidential***

Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:40 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.a Result:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:40 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.a Not Done;
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:40 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5aLNMT
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:40 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:51
Site No: 1117

Subject No: 11171141

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

5b
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:40 Eﬁ;-@ Sponsor-Defin Not
(UTC-06:00) ed Identifier: Done
Central Time (US Test:: Not
& Canaja) Done
Result:: Not
Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
Page 442 of 616

*** Confidential***
FDA-CBER-2021-5683-0796113




090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:51

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

*** Confidential***

5.b Sponsor 1D:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:40 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.b Test:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 Ebg Data Entry: Initial Entry
11:49:40 4), Not Done
(UTC-06:00) (b) 6
Central Time (US
& Canada)
5.b Result:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:40 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.b Not Done:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:40 (4), Not Done
(UTC-06:00) (b) (6)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:51
Site No: 1117

Subject No: 11171141

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

Central Time (US
& Canada)
5bLNMT
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
11:49:40 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.c
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
0 (4), .

11-49-40. () 6) Sponsor -Defin Not
(UTC-06:00) ed |dentifier: Done
Central Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
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Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:51

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

*** Confidential***

5.c Sponsor ID:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:40 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.c Test:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 Ebg Data Entry: Initial Entry
11:49:40 4), Not Done
(UTC-06:00) (b) 6
Central Time (US
& Canada)
5.c Result:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:40 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.c Not Done:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:40 (4), Not Done
(UTC-06:00) (b) (6)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:51
Site No: 1117

Subject No: 11171141

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

Central Time (US
& Canada)
5.cLNMT
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
11:49:40 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.d
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
0 (4), .

11-49-40. () 6) Sponsor -Defin Not
(UTC-06:00) ed |dentifier: Done
Central Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
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Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:51

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

*** Confidential***

5.d Sponsor 1 D:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:40 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.d Test:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 Ebg Data Entry: Initial Entry
11:49:40 4), Not Done
(UTC-06:00) (b) 6
Central Time (US
& Canada)
5.d Result:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:40 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.d Not Done:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:40 (4), Not Done
(UTC-06:00) (b) (6)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:51
Site No: 1117

Subject No: 11171141

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

Central Time (US
& Canada)
5dLNMT
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
11:49:40 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.e
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
0 (4), .

11-49-40. () 6) Sponsor -Defin Not
(UTC-06:00) ed |dentifier: Done
Central Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
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Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:51

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

*** Confidential***

5.e Sponsor ID:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:40 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.eTest:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 Ebg Data Entry: Initial Entry
11:49:40 4), Not Done
(UTC-06:00) (b) 6
Central Time (US
& Canada)
5.e Result:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:40 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.eNot Done:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:40 (4), Not Done
(UTC-06:00) (b) (6)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:51
Site No: 1117

Subject No: 11171141

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

Central Time (US
& Canada)
5.eLNMT
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
11:49:40 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.f
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
0 (4), .

11-49-40. () 6) Sponsor -Defin Not
(UTC-06:00) ed |dentifier: Done
Central Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
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Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:51

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

*** Confidential***

5.f Sponsor ID:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:40 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.f Test:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 Ebg Data Entry: Initial Entry
11:49:40 4), Not Done
(UTC-06:00) (b) 6
Central Time (US
& Canada)
5.f Result:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:40 (), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.f Not Done:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:40 (), Not Done
(UTC-06:00) (b) (6)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:51
Site No: 1117

Subject No: 11171141

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

Central Time (US
& Canada)
5f LNMT
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
11:49:40 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
59
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
0 (4), .

11-49-40. () 6) Sponsor -Defin Not
(UTC-06:00) ed |dentifier: Done
Central Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
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Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:51

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

*** Confidential***

5.g Sponsor I1D:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:40 (), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.9 Test:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 Ebg Data Entry: Initial Entry
11:49:40 4), Not Done
(UTC-06:00) (b) 6
Central Time (US
& Canada)
5.9 Result:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:40 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.g Not Done:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:40 (4), Not Done
(UTC-06:00) (b) (6)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:51
Site No: 1117

Subject No: 11171141

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

Central Time (US
& Canada)

5gLNMT

Date L ocation

User Value Reason

Dec-09-2020 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry

11:49:40
(UTC-06:00)
Central Time (US
& Canada)

(4)

(b)' ©) Not Done
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Header Text: ¢4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171141

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

*** Confidential***

1. Lab Pandl:

Date L ocation User Value Reason

Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

11:49:57 (), Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

2. Laboratory Name and Address

Date L ocation User Value Reason

Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

11:49:57 (), Not Done

(UTC-06:00) (b) (6)

Centra Time (US

& Canada)

3. Collection Date:

Date L ocation User Value Reason

Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

11:49:57 (4), Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

4. Specimen Type:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171141

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

Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5a
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11149357. Eﬁg'(G) Sponsor-Defin Not
(UTC-06:00) ed | dentifier: Done
Central Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done

Lab Normal R Not

ange: Done
5.a Sponsor ID:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
11:49:57 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.aTest:
Date L ocation User Value Reason
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Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:55

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

*** Confidential***

Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.a Result:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.a Not Done:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5aLNMT
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171141

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

5b
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 Eﬁ;-(s) Sponsor-Defin Not
(UTC-06:00) ed Identifier: Done
Central Time (US Test:: Not
& Canaja) Done
Result:: Not
Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
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Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:55

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

*** Confidential***

5.b Sponsor 1D:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.b Test:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 Ebg Data Entry: Initial Entry
11:49:57 4), Not Done
(UTC-06:00) (b) 6
Central Time (US
& Canada)
5.b Result:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.b Not Done:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (4), Not Done
(UTC-06:00) (b) (6)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171141

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

Central Time (US
& Canada)
5bLNMT
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
11:49:57 (ﬁ)- ) Not Done
(UTC-06:00) (0} (6)
Central Time (US
& Canada)
5.c
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 Eﬁi’(e) Sponsor-Defin Not
(UTC-06:00) ed Identifier: Done
Central Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
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Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:55

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
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (ﬁ)- ) Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

5.c Test:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (é)’ ) Not Done

(UTC-06:00) (b) 6

Central Time (US

& Canada)

5.c Resault:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (ﬁ)’ ) Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

5.c Not Done:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (ﬁ)- ) Not Done

(UTC-06:00) (b) (6)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171141

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

Central Time (US
& Canada)
5CcLNMT
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
11:49:57 (ﬁ)- ) Not Done
(UTC-06:00) (0} (6)
Central Time (US
& Canada)
5d
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 Eﬁi’(e) Sponsor-Defin Not
(UTC-06:00) ed Identifier: Done
Central Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
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Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:55

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

*** Confidential***

5.d Sponsor 1 D:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.d Test:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 Ebg Data Entry: Initial Entry
11:49:57 4), Not Done
(UTC-06:00) (b) 6
Central Time (US
& Canada)
5.d Result:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.d Not Done:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (4), Not Done
(UTC-06:00) (b) (6)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171141

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

Central Time (US
& Canada)
5dLNMT
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
11:49:57 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.e
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
A0 (4), .

11-49-57. () 6) Sponsor -Defin Not
(UTC-06:00) ed Identifier: Done
Central Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
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Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:55

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
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (ﬁ)- ) Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

5.eTest:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (é)’ ) Not Done

(UTC-06:00) (b) 6

Central Time (US

& Canada)

5.e Reault:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (ﬁ)’ ) Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

5.eNot Done:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (ﬁ)- ) Not Done

(UTC-06:00) (b) (6)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171141

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

Central Time (US
& Canada)
5eLNMT
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
11:49:57 (ﬁ)- ) Not Done
(UTC-06:00) (0} (6)
Central Time (US
& Canada)
5f
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 Eﬁi’(e) Sponsor-Defin Not
(UTC-06:00) ed Identifier: Done
Central Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
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Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:55

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 ID:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (ﬁ)- ) Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

5.f Test:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (é)’ ) Not Done

(UTC-06:00) (b) 6

Central Time (US

& Canada)

5.f Result:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (ﬁ)’ ) Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

5.f Not Done;

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (ﬁ)- ) Not Done

(UTC-06:00) (b) (6)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171141

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

Central Time (US
& Canada)
5fLNMT
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
11:49:57 (ﬁ)- ) Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
59
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 Eﬁi’(e) Sponsor-Defin Not
(UTC-06:00) ed |dentifier: Done
Central Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
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Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:55

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

*** Confidential***

5.g Sponsor I1D:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.9 Test:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 Ebg Data Entry: Initial Entry
11:49:57 4), Not Done
(UTC-06:00) (b) 6
Central Time (US
& Canada)
5.9 Result:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.g Not Done:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (4), Not Done
(UTC-06:00) (b) (6)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171141

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

Central Time (US
& Canada)
5,gLNMT
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
11:49:57 (ﬁ)- ) Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5h
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
11:49:57 Eﬁi’(e) Sponsor-Defin Not
(UTC-06:00) ed |dentifier: Done
Central Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
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Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:55

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
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (ﬁ)- ) Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

5.h Test:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (é)’ ) Not Done

(UTC-06:00) (b) 6

Central Time (US

& Canada)

5.h Result:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (ﬁ)’ ) Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

5.h Not Done;

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (ﬁ)- ) Not Done

(UTC-06:00) (b) (6)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171141

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

Central Time (US
& Canada)
5h LNMT
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
11:49:57 (ﬁ)- ) Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 e Sponsor-Defin Not
(UTC-06:00) ed |dentifier: Done
Central Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171141

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
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (ﬁ)’ ) Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

5. Test:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (ﬁ)- . Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

5.1 Reault:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (ﬁ)- ) Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

5.i Not Done:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171141

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

Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (;‘)’ ) Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.1 LNMT
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (ﬁ)- . Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5,
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 Eﬁ;'(G) Sponsor-Defin Not
(UTC-06:00) ed |dentifier: Done
Central Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
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Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:55

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.] Sponsor 1D:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (ﬁ)- ) Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

5. Test:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (é)’ ) Not Done

(UTC-06:00) (b) 6

Central Time (US

& Canada)

5.] Result:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (ﬁ)’ ) Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

5. Not Done:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:49:57 (ﬁ)- ) Not Done

(UTC-06:00) (b) (6)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:55
Site No: 1117

Subject No: 11171141

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

Central Time (US
& Canada)

5j LNMT

Date L ocation

User Value Reason

Dec-09-2020 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry

11:49:57
(UTC-06:00)
Central Time (US
& Canada)

(4)

(b)' ©) Not Done
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SiteNo: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:52

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

Respiratory Ra Not
teinrespiratio Don
nsminute: e

Heart Ratein b Not
eats/minute; Don
e

1. Date:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:50:36 (ﬁ)’ ) Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
2.a
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:50:36 E;g - Record | dentifi Not
(UTC-06:00) er:: Don
Centra Time (US e
& Canaa) Systolic:: Not

Don

e

Diastolic:: Not
Don
e

2.a Record | dentifier:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:52

Site No: 1117

Subject No: 11171141
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

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:50:36 (;‘)’ ) Not Done

(UTC-06:00) (b) ©)

Central Time (US

& Canada)

2.a Systolic:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:50:36 (;‘)’ ) Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

2.a Diastolic:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:50:36 (ﬁ)- ) Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

2.a Respiratory Rate in respirations/minute:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:50:36 (é)' ) Not Done

(UTC-06:00) (b) (6)

Central Time (US
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:52
Site No: 1117

Subject No: 11171141

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

& Canada)

2.a Heart Rate in beatminute:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:50:36 (4), Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

*** Confidential***

Page 479 of 616

FDA-CBER-2021-5683-0796150
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:54

SiteNo: 1117

Subject No: 11171141
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
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:50:51 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
2.a
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
A (4),
(13‘?((_)‘,%%3 0 () (6) _Ff%_ecord Ident Not D
-0o! ifier:: one
Centra Time (US Oxygen Satu Not D
& Canada) ration: one
2.a Record | dentifier:
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:50:51 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
2.a SPO2 Pulse Oximetry %
Date L ocation User Value Reason
Page 480 of 616
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 15-Sep-2020 21:54
Site No: 1117

Subject No: 11171141

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

*** Confidential***

Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:50:51 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 06-Jul-2020 21:52

SiteNo: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Back to Form

1. Date Time of Assessment:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:51:06 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
2. Arterial Blood Gases PaO2 (mmHg):
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:51:06 (4), Not Done
(UTC-06:00) (b) (6)
Centra Time (US
& Canada)
3. FiO2 (Fraction of I nhaled Oxygen):
Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:51:06 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

SiteNo: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: ¢4591001

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

Back to Form

1. What is the medication identifier?

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:51:22 (;‘)’ ) Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

2. Category:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) DataEntry: Initial Entry
11:51:22 (g‘)- ) Not Done

(UTC-06:00) (b) (6)

Centra Time (US

& Canada)

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:51:22 (ﬁ)- . Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

4. Medication:

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

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 06-Jul-2020 21:55

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

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

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
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:51:22 (ﬁ)’ ) Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

5. Start Date:

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:51:22 (ﬁ)- . Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

6. Ongoing?

Date L ocation User Value Reason
Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:51:22 (ﬁ)’ ) Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

Page 484 of 616
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 06-Jul-2020 21:53
Site No: 1117

Subject No: 11171141
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

*** Confidential***

1. Date of Assessment:

Date L ocation User Value Reason

Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

11:51:57 (4), Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

2. Location of Assessment:

Date L ocation User Value Reason

Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

11:51:57 (4), Not Done

(UTC-06:00) (b) (6)

Centra Time (US

& Canada)

3. Type of Imaging Exam:

Date L ocation User Value Reason

Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

11:51:57 (4), Not Done

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

4., Assessment:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/07/2020
Form Version: 06-Jul-2020 21:53
Site No: 1117

Subject No: 11171141
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

Dec-09-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:51:57 (4), Not Done
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID CONVA 1 -
Unscheduled Visit on Jan/06/2021

Form Version: 22-Apr-2020 21:04

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT -
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-26-2021 ACVOPFEINFP6000 |(b) Query 1: Closed Response

15:05:22 (ﬁ)’ satisfies query

(UTC-06:00) 0

Central Time (US

& Canada)

Jan-26-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answere | Changed data per

11:18:56 d query

(UTC-06:00)

Centra Time (US

& Canada)

Jan-20-2021 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened | DM: Kindly

08:47:30 ) review and

(UTC-06:00) complete

Central Time (US ‘Immunogenicity

& Canada) form' at this visit.
Thank you.

Jan-16-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

17:07:06 Jan/6/2021

(UTC-06:00)

Centra Time (US

& Canada)

3. COVID-19 llIness Visit:

Date L ocation User Value Reason

Page 487 of 616
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Header Text: c4591001

Visit: POT_COVID CONVA 1 -
Unscheduled Visit on Jan/06/2021

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

Subject No: 11171141

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT -
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

Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:07:06 (), COVID_A1l
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
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SiteNo: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID_CONVA 1 -
Unscheduled Visit on Jan/06/2021

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - 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

*** Confidential***

1. Data Origin

Date L ocation User Value Reason

Jan-26-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

10:55:48 (autocalc) | SITE

(UTC-06:00)

Central Time (US

& Canada)

2. Sample Type

Date L ocation User Value Reason

Jan-26-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

10:55:48 (autocalc) | SERUM

(UTC-06:00)

Centra Time (US

& Canada)

3. Sample Collected?

Date L ocation User Value Reason

Jan-26-2021 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto

10:55:58 (autoquery) Query

(UTC-06:00)

Central Time (US

& Canada)

Jan-26-2021 ACVOPFEINFP6000 |autoquery | Query 1. Candidate '‘Sample

10:55:48 (autoquery) Collected? is

(UTC-06:00) Yes, however

Central Time (US no barcodes are
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Header Text: c4591001

Visit: POT_COVID CONVA 1 -
Unscheduled Visit on Jan/06/2021

Form Version: 22-Apr-2020 21.03

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

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

& Canada) entered. Please
review and
correct as
appropriate.

Jan-26-2021 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry

10:55:48 (;‘)- ) YES

(UTC-06:00) (0) (6) Date of Collection:

Central Time (US

& Canada) Jan/6/2021

5a

Date L ocation User Value Reason

Jan-26-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

10:55:58 Eﬁ; - Sample | D: BRDFP5

(UTC-06:00)

Central Time (US

& Canada)

5.a Sample D

Date L ocation User Value Reason

Jan-26-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

10:55:58 (ﬁ)’ ) BRDFP5

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

5.b

Date L ocation User Value Reason

Jan-26-2021 ACVOPFEINFP6000 | @)@ ®)®) | Data Entry: Initial Entry

Page 490 of 616
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Header Text: c4591001

Visit: POT_COVID CONVA 1 -
Unscheduled Visit on Jan/06/2021

Form Version: 22-Apr-2020 21.03
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - 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

10:56:11 (b) (4), Sample | D: BRDFP6

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

5.b Sample D

Date L ocation User Value Reason
Jan-26-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
10:56:11 (ﬁ)’ ) BRDFP6

(UTC-06:00) (b) ®)

Central Time (US

& Canada)

5.c

Date L ocation User Value Reason
Jan-26-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
10:56:19 Eg - Sample 1D: BRDFP7

(UTC-06:00)

Central Time (US

& Canada)

5.c Sample D

Date L ocation User Value Reason
Jan-26-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
10:56:19 (ﬁ)- . BRDFP7

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

5.d

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID CONVA 1 -
Unscheduled Visit on Jan/06/2021

Form Version: 22-Apr-2020 21.03

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

Date L ocation User Value Reason
Jan-26-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:03:52 gg © Sample |D: BSFB37

(UTC-06:00)

Central Time (US

& Canada)

5.d Sample D

Date L ocation User Value Reason
Jan-26-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:03:52 (;‘)’ ) BSFB37

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

5.e

Date L ocation User Value Reason
Jan-26-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:04:00 Eﬁi © Sample |D: BSFB38

(UTC-06:00)

Central Time (US

& Canada)
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Header Text: c4591001

Visit: POT_COVID CONVA 1 -
Unscheduled Visit on Jan/06/2021

Form Version: 22-Apr-2020 21.03
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - 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***

5.eSample|D
Date L ocation User Value Reason
Jan-26-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
11:04:00 (ﬁ)- ) BSFB38
(UTC-06:00) (6} (6)
Central Time (US
& Canada)
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Header Text: c4591001

Visit: Logs- Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1117

Subject No: 11171141
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

Oct-13-2020
13:08:18
(UTC-06:00)
Central Time (US &
Canada)

ACVOPFEINFP6000

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

Form Created
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Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

Back to Form

Central Time (US &
Canada)

Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 |(b) Form Created

15:47:41 (ﬁ)- .

(UTC-06:00) (0) (6)

*** Confidential***

Page 495 of 616

FDA-CBER-2021-5683-0796166




090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

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

Back to Form

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Form Created

17:15:29 (ﬁ)- )

(UTC-06:00) (0) (6)

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

Back to Form

Central Time (US &
Canada)
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Jan-16-2021 ACVOPFEINFPG000 |(b) Form Created
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Subject No: 11171141
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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
Jan-16-2021 ACVOPFEINFP6000 |(b) Form Created

17:18:31 (ﬁ)- )

(UTC-06:00) (0) (6)

Central Time (US &
Canada)
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Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

Back to Form

Central Time (US &
Canada)

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Form Created

17:19:31 (ﬁ)- )

(UTC-06:00) (0) (6)
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Back to Form
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Back to Form

Central Time (US &
Canada)
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Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |(b) Form Created

17:07:58 (4),

(UTC-06:00) (0) (6)

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

Back to Form

Central Time (US &
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Date L ocation User Value Reason
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17:09:15 (4),
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Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

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. Category:
Date L ocation User Value Reason
Oct-13-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:08:18 (autocalc) | ADVERSE EVENT
(UTC-06:00)
Central Time (US
& Canada)
2. AE ID:
Date L ocation User Value Reason
Oct-13-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:08:18 (autocalc) |1
(UTC-06:00)
Central Time (US
& Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Oct-19-2020 ACVOPFEINFP6000 | Svitlana Query 1: Closed Response
07:29:26 Tonkovyd satisfies query
(UTC-06:00) (b) (4)
Central Time (US
& Canada)
Oct-17-2020 ACVOPFEINFP6000 |(b)(4), (b) (6) |DataEntry: Changed
15:13:.01 THIGH MUSCLE, |Information
(UTC-06:00) STRAIN, LEFT
Central Time (US
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

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

& Canada)

Oct-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Answered | NOT RELATED

15:11:32 TOCOVID

(UTC-06:00) TYPE ILLNESS.

Central Time (US RELATIONSHIP

& Canada) FIELD
UPDATED.

Oct-14-2020 ACVOPFEINFP6000 | Svitlana Query 1: Opened GPD Clin: Please

13:50:40 Tonkovyd clarify if any

(UTC-06:00) (b) (4) symptoms of

Central Time (US THIGH

& Canada) MUSCLE can be
considered as
COVID related
as described in
Section 8.13 of
protocol. If yes,
please perform a
COvVID
ILLNESSVISIT
if appropriate.
Thanks

Oct-13-2020 ACVOPFEINFP6000 |(b)(4), (b) (6) |DataEntry: Initial Entry

13:08:18 THIGH MUSCLE,

(UTC-06:00) PULLED/STRAIN

Central Time (US , LEFT

& Canada)

4. Start Date Time:

Date L ocation User Value Reason

Oct-13-2020 ACVOPFEINFP6000 | @ @:®) 6 | pata Entry: Initial Entry
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall
History

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

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

13:08:18 (b) (4), Oct/11/2020 UNK:UN
(UTC-06:00) (®) (6) K
Central Time (US
& Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 |(b) Data Entry: New
18:20:00 (s)' ) NO Information
(UTC-06:00) (b) ®) End Date Time:
Central Time (US
& Canada) Oct/17/2020 UNK
:UNK

Oct-13-2020 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
13:08:18 (;1)- . YES
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
6. Toxicity Grade:
Date L ocation User Value Reason
Oct-13-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
13:08:18 (4), 1

O (b) (6)
(UTC-06:00)
Central Time (US
& Canada)

7. 1 sthe adver se event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trall
History

Form Version: 22-Apr-2020 21.02 Form Status: Data Complete, Locked, Frozen, Verified

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

Subject No: 11171141 Subject Initials: ---

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

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

Date L ocation User Value Reason
Oct-13-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
13:08:18 (4), NO

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

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
Oct-13-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
13:08:18 (4), NO

(UTC-06:00) (b) (6)

Centra Time (US

& Canada)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Oct-18-2020 ACVOPFEINFPE000 |(b) (4), (0) (6) | Query 1: Closed Response
00:11:02 satisfies query
(UTC-06:00)

Central Time (US

& Canada)

Oct-17-2020 ACVOPFEINFP6000 | auto query Query 1: Answered | New

15:10:19 (autoquery) Information
(UTC-06:00)

Page 507 of 616

*** Confidential***
FDA-CBER-2021-5683-0796178



090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

History

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

Subject Initials; ---

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

Central Time (US
& Canada)
Oct-17-2020 ACVOPFEINFP6000 |(b)(4), (b)(6) |DataEntry: New
15:10:19 NOT RELATED Information
(UTC-06:00) If Not Related to st
Central Time (US udy treatment(s), th
& Canada) isevent is dueto:
OTHER
If Other, specify
INCIDENTAL
MIS-STEP FR
OM CURB
Oct-14-2020 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Opened DM: The
05:18:30 ®) response for
(UTC-06:00) "Isthis event
Central Time (US related to
& Canada) study
treatment” Is
reported as
‘Not Related,
however
response for,
'Please
indicate what
thisevent is
dueto'is
missing.
Kindly review
and update.
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Site No: 1117

Form Version: 22-Apr-2020 21.02

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:58
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Oct-13-2020 ACVOPFEINFP6000 |(b)(4), (b)(6) |DataEntry: Initial Entry
13:08:18 NOT RELATED
(UTC-06:00)
Central Time (US
& Canada)
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Oct-13-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
13:08:18 (ﬁ)- . NOT APPLICABLE
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Oct-13-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
13:08:18 (é)- ) YES
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Oct-13-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
13:08:18 (;‘)’ . NO
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

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

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

Form Version: 22-Apr-2020 21.02
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

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

090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Date L ocation User Value Reason

Oct-27-2020 ACVOPFEINFP6000 |autoquery | Query 1: Closed | Close Auto Query

18:20:42 (autoquery)

(UTC-06:00)

Central Time

(US & Canada)

Oct-27-2020 ACVOPFEINFP6000 |(b) Data Entry: New Information

18:20:42 (4), RECOVERED/

(UTC-06:00) (b) (6) RESOLVED

Central Time

(US & Canada)

Oct-27-2020 ACVOPFEINFP6000 | auto query Query 1: Opene | For AE THIGH

18:20:00 (autoquery) |(d MUSCLE, STRAIN,

(UTC-06:00) LEFT: Responseto

Central Time "What was the

(US & Canada) outcome of this
adverse event?' is
'Recovering/Resolving'
but AE End Date/Time
IS present.

Oct-13-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

13:08:18 (4), RECOVERING

(UTC-06:00) (b) (6) JRESOLVING

Central Time

(US & Canada)

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

Date L ocation

User

Value

Reason
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall
History

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

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

Oct-13-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
13:08:18 “), NO

(UTC-06:00) (b) (6)

Central Time (US

& Canada)
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Header Text: c4591001
Vigit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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:

Date

L ocation

User

Value

Reason

Dec-01-2020
15:47:41
(UTC-06:00)
Central Time (US
& Canada)

ACVOPFEINFP6000

auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date

L ocation

User

Value

Reason

Dec-01-2020
15:47:41
(UTC-06:00)
Central Time (US
& Canada)

ACVOPFEINFP6000

auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:

(I'f possible specify diagnosis, not individual symptoms)

Date

L ocation

User

Value

Reason

Jan-18-2021
09:34:06
(UTC-06:00)
Central Time (US
& Canada)

ACVOPFEINFP6000

Giselle
Cadtillo
(b) (4)

Query 1: Closed

Response satisfies
query

Jan-16-2021
17:16:02
(UTC-06:00)

ACVOPFEINFP6000

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

Query 1: Answere
d

Changed data per
query
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

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

Central Time (US

& Canada)

Jan-06-2021 ACVOPFEINFP6000 | Giselle Query 1: Opened | CLINICAL_SAE

14:41:57 Cadtillo of Small bowel

(UTC-06:00) (b) (4) obstruction has

Central Time (US been reported to

& Canada) safety AER#
2020520647. If
thisisadifferent
hospital
admission, Kindly
update
additional/separate
event on the AE
log accordingly.
Thank you.

Dec-02-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information

16:05:12 SMALL BOWEL

(UTC-06:00) OBSTRUCTION

Central Time (US

& Canada)

Dec-01-2020 ACVOPFEINFPE000 |(b)(4), (b) (6) |DataEntry: Initial Entry

15:47:41 PARTIAL BOWE

(UTC-06:00) L OBSTRUCTIO

Central Time (US N

& Canada)

4. Start Date Time:

Date L ocation User Value Reason

Dec-01-2020 ACVOPFEINFP6000 28 E:g' Data Entry: Initial Entry

15:47:41 Nov/27/2020 UNK:U

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

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) (b) (4). (b) (6) NK
Central Time (US
& Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Dec-02-2020 ACVOPFEINFP6000 |(b) Data Entry: Changed
16:04:00 (ﬁ)' 5 NO Information
(UTC-06:00) (b) (6) End Date Time:
Central Time (US
& Canada) Nov/30/2020 UN
K:UNK
Dec-01-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
15:47:41 (s)' ) YES
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
6. Toxicity Grade:
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
15:47:41 (ﬁ)’ ) 4
(UTC-06:00) (b) (6)
Central Time (US
& Canada)

7. 1sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; | npatient hospitalization or prolongation of existing hospitalization;
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Site No: 1117

Form Version: 22-Apr-2020 21.02

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

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

Persistent or significant disability/incapacity; Congenital anomaly/birth defect; | mportant
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).
Date L ocation User Value Reason
Dec-02-2020 ACVOPFEINFP6000 |autoquery | Query 1: Closed Close Auto Query
05:36:48 (autoquery)
(UTC-06:00)
Central Time (US
& Canada)
Dec-02-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Opened For AE PARTIAL
04:05:15 (0)(6) BOWEL
(UTC-06:00) OBSTRUCTION:
Central Time (US Responseto "Is
& Canada) the adverse event
serious?’ is'Yes
but " Serious
Adverse Event
Number" is
blank.
Dec-01-2020 ACVOPFEINFP6000 |autoquery |Query 1. Candidate | For AE PARTIAL
15:48:07 (autoquery) BOWEL
(UTC-06:00) OBSTRUCTION:
Central Time (US Responseto "Is
& Canada) the adverse event
serious?’ is'Yes
but " Serious
Adverse Event
Number" is
blank.
Dec-01-2020 ACVOPFEINFP6000 Egg Eg Data Entry: Initial Entry
15:48:07 YES
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall
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) Isthis serious eve
nt associated with
congenital anomal
y or birth defect?

NO

Did this serious ev

ent result in death
?

NO

Did this serious ev
ent require or prol
ong hospitalizatio
n?

YES
Did this serious ev
ent result in persis
tent or significant
disability/incapaci
ty?

NO

Isthis serious eve

nt life threatening
?

NO

Other medically i
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Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
mportant serious e
vent
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

Dec-02-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response

23:48:43 (b) (6) satisfies query

(UTC-06:00)

Central Time (US

& Canada)

Dec-02-2020 ACVOPFEINFP6000 | auto query Query 1: Answere | Transcription

16:04:19 (autoquery) d Error

(UTC-06:00)

Central Time (US

& Canada)

Dec-02-2020 ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Transcription

16:04:19 NO Error

(UTC-06:00)

Central Time (US

& Canada)

Dec-02-2020 ACVOPFEINFPE000 |(b) (4), Query 1: Opened | DM: Response

07:07:16 (b) (6) to'Isthis AE

(UTC-06:00) the result of

Central Time (US Med Error? is

& Canada) YES, however
no Medication
Error with
corresponding
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Subject Initials; ---
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AE isrecorded
under
Medication
Error page.
Kindly review
and update as
appropriate,
else clarify.
Dec-01-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
15:47:41 YES
(UTC-06:00)
Central Time (US
& Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
15:47:41 (;‘)- ) NOT RELATED
(UTC-06:00) (0) (6) If Not Related to stud
Central Time (US y treatment(s), thisev
& Canada) ent is dueto:
OTHER
If Other, specify:
ETIOLOGY UN
KNOWN
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
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Dec-01-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
15:47:41 (;‘)’ ) NOT APPLICABLE

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
15:47:41 (ﬁ)- . NO

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Jan-26-2021 ACVOPFEINFP6000 | Gisdle Query 1: Closed Response
02:59:00 Cadtillo satisfies query
(UTC-06:00) (b) (4)

Central Time (US

& Canada)

Jan-25-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Answered |PER SAE
19:11:30 NARRATIVE,
(UTC-06:00) ITWASAN
Central Time (US ABDOMINAL
& Canada) CT.
Jan-06-2021 ACVOPFEINFP6000 |Gisdlle Query 1: Opened CLINICAL _
10:51:20 Cadtillo Per safety report
(UTC-06:00) (b) (4) submitted to
Central Time (US safety AER#
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& Canada) 2020471440, "A
radiology
procedure was
done.”. Kindly
clarify which
procedure was
needed during
admission.
Thank you.

Dec-01-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |Data Entry: Initial Entry

15:47:41 NO

(UTC-06:00)

Central Time (US

& Canada)

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

Date L ocation User Value | Reason

Dec-03-2020 | ACVOPFEINFP6000 |(b) (4), (b) Query | Response satisfies query

23:41:57 6) 1: Clo

(UTC-06:00) sed

Central Time

(US&

Canada)

Dec-02-2020 | ACVOPFEINFPE000 |auto query | Query | Close Auto Query

16:04:53 (autoquery) |[2: Clo

(UTC-06:00) sed

Central Time

(US&

Canada)

Dec-02-2020 | ACVOPFEINFP6000 |autoquery | Query | Changed Information

16:04:53 (autoquery) |[1: An
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(UTC-06:00) swere
Central Time d
(US&
Canada)
Dec-02-2020 | ACVOPFEINFPG000 | (b) Data | Changed Information
16:04:53 (), Entr
(UTC-06:00) (b) (6) :
Central Time REC
(US& OVE
Canada) RED/
RESO
LVED
Dec-02-2020 | ACVOPFEINFP6000 |autoquery |Query |For AE PARTIAL BOWEL
16:04:00 (autoquery) |[2: Op | OBSTRUCTION: Response to
(UTC-06:00) ened | "What was the outcome of this
Central Time adverse event?' is
(US& 'Recovering/Resolving' but AE End
Canada) Date/Time s present.
Dec-02-2020 | ACVOPFEINFP6000 |(b) (4), (b) Query | SAE
05:38:43 ®) 1: Op | RECON:AER#2020471440,0utcome
(UTC-06:00) ened |wasreported as UNKNOWN to
Central Time Safety DB however, recorded as
(US& RECOVERING/RESOLVING on
Canada) AE CRF. Please confirm correct
outcome. If safety updateis
required, please submit afollow-up
form.
Dec-01-2020 | ACVOPFEINFP6000 |(b) Data | Initia Entry
15:47:41 (4), Entr
(UTC-06:00) (b) (6) :
Central Time REC
(US& OVE
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Canada)

RING
/IRES
OLVI

NG

14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
15:47:41 (ﬁ)’ ) NO

(UTC-06:00) (b) ®)

Central Time (US

& Canada)

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason
Dec-02-2020 ACVOPFEINFPE000 |(b)(4), (b) |DataEntry: Initial Entry
05:36:48 ©) 2020471440

(UTC-06:00)

Central Time (US

& Canada)
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Back to Form

1. Category:

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:15:29 (autocalc) | ADVERSE EVENT

(UTC-06:00)

Central Time (US

& Canada)

2. AE ID:

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:15:29 (autocalc) |3

(UTC-06:00)

Central Time (US

& Canada)

3. Adverse Event:
(I'f possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:15:29 (4), SMALL BOWEL OB

(UTC-06:00) (b) (6) STRUCTION

Central Time (US

& Canada)

4. Start Date Time:

Date L ocation User Value Reason
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Jan-26-2021 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Response satisfies

08:42:02 ®6) query

(UTC-06:00)

Central Time (US

& Canada)

Jan-25-2021 ACVOPFEINFP6000 |autoquery |Query 1: Answered | Transcription

19:12:35 (autoquery) Error

(UTC-06:00)

Central Time (US

& Canada)

Jan-25-2021 ACVOPFEINFP6000 |(b) Data Entry: Transcription

19:12:35 (), Dec/27/2020 UNK: | Error

(UTC-06:00) (b) (6) UNK

Central Time (US

& Canada)

Jan-19-2021 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened SAE RECON:

04:43:58 ®6) AER#2020520647

(UTC-06:00) ,onset date was

Central Time (US ;icgz‘;‘ggg S

|

& Canada) database however, ’
recorded as
28Dec2020 on AE
CRF. Please confirm
correct Onset Date. If
safety updateis
required, please
submit afollow-up
SAE form.

Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

17:15:29 (4), Dec/28/2020 UNK:

(UTC-06:00) () (6) UNK

Central Time (US

& Canada)
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5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Feb-24-2021 ACVOPFEINFP6000 | Svitlana Query 1: Closed GPD Clin: closed
07:45:31 Tonkovyd due to duplication
(UTC-06:00) (b) (4) with SAE Recons
Central Time (US query, looking for
& Canada) the end date of the
SAE
Feb-23-2021 ACVOPFEINFP6000 | Svitlana Query 1: Reissued: | GPD Clin: Please
13:44:10 Tonkovyd Opened confirm if follow
(UTC-06:00) (b) (4) up AEM form
Central Time (US was submitted.
& Canada) Thanks
Feb-19-2021 ACVOPFEINFP6000 |(b)(4), (b) (6) |Query 1: Answere | SAE UPDATE
14:04:17 d DOCUMENT
(UTC-06:00) PENDING
Central Time (US SIGNATURES
& Canada)
Feb-12-2021 ACVOPFEINFP6000 | Svitlana Query 1: Reissued: | GPD Clin: please
12:34:33 Tonkovyd Opened submit SAE FU
(UTC-06:00) (b) (4) and confirmin
Central Time (US guery response,
& Canada) once SAEFU is
sent. Thank you
Feb-11-2021 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Answere |SAE UPDATE
17:05:41 d TOBE
(UTC-06:00) SUBMITTED
Central Time (US
& Canada)
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Subject Initials; ---
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Jan-27-2021 ACVOPFEINFP6000 | Svitlana Query 1: Reissued: | GPD Clin: eCRF

14:54:03 Tonkovyd Opened states SAE

(UTC-06:00) (b) (4) "SMALL

Central Time (US BOWEL

& Canada) OBSTRUCTION"
stopped on 30
Dec 2020, while
safety database
contains
information the
SAE isongoing.
Please submit
SAE FU with the
stop date of SAE,
else clarify
discrepancy.
Thanks

Jan-27-2021 ACVOPFEINFP6000 |(b)(4), (b) (6) |Query 1: Answere |Origina valueis

13:13:41 d correct

(UTC-06:00)

Central Time (US

& Canada)

Jan-19-2021 ACVOPFEINFP6000 | Svitlana Query 1: Opened | GPD Clin: Per

04:34:42 Tonkovyd information in

(UTC-06:00) (b) (4) safety database

Central Time (US SAE "SMALL

& Canada) BOWEL
OBSTRUCTION"
started on 27 Dec
and is ongoing.
Please ensure
100% consistency
between data
submitted by SAE
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formand what is

entered in eCRF.
If changeis
needed, please
submit updated
SAE form
Jan-16-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
17:15:29 NO
(UTC-06:00) End Date Time:
Central Time (US
& Canada) Dec/30/2020 U
NK:UNK
6. Toxicity Grade:
Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:15:29 (), 3
(UTC-06:00) (b) (6)
Central Time (US
& Canada)

7. 1 sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date

L ocation

User

Value

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

Jan-18-2021 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query
04:58:06 (autoquery)
(UTC-06:00)
Central Time (US
& Canada)
Jan-16-2021 ACVOPFEINFP6000 |autoquery |Query 1. Candidate | For AE SMALL
17:15:29 (autoquery) BOWEL
(UTC-06:00) OBSTRUCTION:
Central Time (US Responseto "Is
& Canada) the adverse event
serious?' is'Yes
but " Serious
Adverse Event
Number" is
blank.
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:15:29 (4), YES
(UTC-06:00) () (6) Isthis serious eve
Central Time (US nt associated with
& Canada) congenital anomal
y or birth defect?
NO

Did this serious ev

ent result in death
?

NO

Did this serious ev
ent require or prol
ong hospitalizatio
n?
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YES

Did this serious ev
ent result in persis
tent or significant
disability/incapaci
ty?

NO

Isthis serious eve
nt life threatening

?

NO
Other medically i
mportant serious e

vent

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
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:15:29 (), NO

(UTC-06:00) (b) 6

Central Time (US

& Canada)

9. Isthis event related to study treatment:
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Site No: 1117
Subject No: 11171141
Generated By: (b) (4)
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Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:15:29 (ﬁ)' ) NOT RELATED
(UTC-06:00) (b) ®) If Not Related to stud
Central Time (US y treatment(s), thisev
& Canada) ent is dueto:
OTHER
If Other, specify:

INTRAABDOM

INAL SCAR FO

RMATION FRO

M PRIOR SUR

GERIES
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:15:29 (;‘)’ . NOT APPLICABLE
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:15:29 (g‘)- . YES
(UTC-06:00) (b) (6)

Central Time (US
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Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall
History

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

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

& Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:15:29 (4), NO

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

13. What was the outcome of this adverse event?;

Date L ocation

User Value | Reason

Mar-09-2021 | ACVOPFEINFPG000

(b) (4), (b) Query | SDB outcome updated

03:43:11 (6) 1: Clo

(UTC-06:00) sed

Centra Time

(US&

Canada)

Mar-08-2021 | ACVOPFEINFP6000 |(b) (4), (b) Query | Pending SDB update
01:15:33 6) 1: Rei

(UTC-06:00) ssued:

Central Time Candi

(Us& date

Canada)

Mar-04-2021 | ACVOPFEINFP6000 | (b) Query | CONFIRMED FAXED AND
15:38:23 (4), 1: An | EMAILED.
(UTC-06:00) (b) (6) swere

Central Time d

(US&

Canada)
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Site No: 1117

Subject No: 11171141

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

Mar-02-2021 | ACVOPFEINFP6000
00:19:00

(b) (4), (b) Query | SAE RECON:SAE report form
) 1: Rei | received by safety indicates the

(UTC-06:00) ssued: | Oucome of the event to

Central Time Open [RECOVERED WITH SEQUELAE.
(Us& ed Please confirm correct outcome and
Canada) update accordingly.

Feb-26-2021 | ACVOPFEINFP6000 |(b) (4), (b) Query | Pending SDB update

00:58:03 &) 1: Rei

(UTC-06:00) ssued:

Central Time Candi

(US& date

Canada)

Feb-25-2021 | ACVOPFEINFP6000 |(b) Query [ CONFIRMED

15:48:42 (4), 1: An

(UTC-06:00) (b) (6) swere

Central Time d

(US&

Canada)

Feb-21-2021 | ACVOPFEINFPE000 |(b) (4), (b) Query [ SAE RECON 2: Please confirm if
07:25:47 6) 1: Rei | follow up AEM form was submitted.
(UTC-06:00) ssued:

Central Time Open

(US& ed

Canada)

Feb-19-2021 | ACVOPFEINFP6000 |(b) Query [ SAE UPDATE DOCUMENT
14:03:59 (4), 1: An | PENDING SIGNATURES
(UTC-06:00) (b) (6) swere

Central Time d

(US&

Canada)

Feb-16-2021 | ACVOPFEINFP6000

®@.®® | Query | SAE RECON: No updatein SDB
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History

Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:58

02:18:44 ggg gg; 1: Rei | outcome. If correct outcomeis

(UTC-06:00) ssued: | recovered/resolved. Please submit a

Central Time Open | follow up AEM form to update

(US& ed outcomein SDB.

Canada)

Jan-28-2021 | ACVOPFEINFP6000 |(b) (4), (b) Query | Pending updatein SDB

09:05:14 ©) 1: Rei

(UTC-06:00) ssued:

Central Time Candi

(Us& date

Canada)

Jan-27-2021 | ACVOPFEINFP6000 | (b) Query | PARTICIPANT ISDISCHARGED

13:14:35 (4), 1: An | HOME. HAVE REQUESTED

(UTC-06:00) (b) ®) swere | MEDICAL RECORDS FOR

Centra Time d EVENT UPDATE. RECORDS

(Us& PENDING.

Canada)

Jan-19-2021 | ACVOPFEINFP6000 | (b) (4), (b) Query | SAE

04:45:18 6) 1: Op | RECON:AER#2020520647,0utcome

(UTC-06:00) ened |wasreported as

Centra Time RECOVERING/RESOLVING to

(US& Safety DB however, recorded as

Canada) RECOVERED/RESOLVED on AE
CRF. Please confirm correct
outcome. If safety updateis
required, please submit afollow-up
form.

Jan-16-2021 | ACVOPFEINFP6000 | (b) Data | Initia Entry

17:15:29 (4), Entr

(UTC-06:00) (b) (6) .

Central Time REC

(US& OVE
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History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

Canada)

RED/
RESO

LVE
D

14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:15:29 (ﬁ)’ ) NO
(UTC-06:00) (b) ®)
Central Time (US
& Canada)
15. Serious Adverse Event Number: For Pfizer Use Only
Date L ocation User Value Reason
Jan-18-2021 ACVOPFEINFPE000 |(b)(4), (b) |DataEntry: Initial Entry
04:58:06 ©) 2020520647
(UTC-06:00)
Central Time (US
& Canada)
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History

Form Status. Data Complete, Verified

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Back to Form

1. Category:

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:17:25 (autocalc) | ADVERSE EVENT

(UTC-06:00)

Central Time (US

& Canada)

2. AE ID:

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:17:25 (autocalc) |4

(UTC-06:00)

Central Time (US

& Canada)

3. Adverse Event:

(I'f possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:17:25 (ﬁ)- ) HEPATIC STEATOSI

(UTC-06:00) (b) (6) S

Central Time (US

& Canada)

4, Start Date Time:

Date L ocation User Value Reason
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:17:25 (ﬁ)’ ) Nov/27/2020 UNK:U

(UTC-06:00) (b) (6) NK

Central Time (US

& Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:17:25 (ﬁ)- . YES

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

6. Toxicity Grade:

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:17:25 (ﬁ)- ) 1

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

7. 1 sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date

L ocation

User

Value

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

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

Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:17:25 (;‘)’ ) NO
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
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
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:17:25 (;‘)’ ) NO
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:17:25 (:)‘)- ) NOT RELATED
(UTC-06:00) (b) (6) If Not Related to stud
Central Time (US y treatment(s), thisev
& Canada) ent is dueto:
OTHER
If Other, specify:

MORBID OBES

ITY
10. Latest Action Taken with Study Treatment:
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Form Status: Data Complete, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17 4),
(161}(7:%56 0 ) ©) NOT APPLICABLE
Central Time (US
& Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:17:25 (4), NO
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:17:25 (4), NO
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17 4),
e T i
Central Time (US
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Form Status: Data Complete, Verified

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

Generated Time (GMT): 29-Mar-2021 10:58
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& Canada) | |
14. Did the adver se event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:17:25 (;‘)’ ) NO
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail

History

Form Status. Data Complete, Verified

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

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

Back to Form

1. Category:

Date L ocation User Value Reason

Jan-16-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

17:18:31 (autocalc) | ADVERSE EVENT

(UTC-06:00)

Central Time (US

& Canada)

2. AE ID:

Date L ocation User Value Reason

Jan-16-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

17:18:31 (autocalc) |5

(UTC-06:00)

Central Time (US

& Canada)

3. Adverse Event:

(I'f possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

17:18:31 (ﬁ)- ) HEPATIC CYST

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

4, Start Date Time:

Date L ocation User Value Reason
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Generated Time (GMT): 29-Mar-2021 10:58
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Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

17:18:31 (), Nov/27/2020 UNK:U

(UTC-06:00) (b) (6) NK

Central Time (US

& Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Feb-22-2021 ACVOPFEINFP6000 | (®) @), (®) | Query 1: Closed Response satisfies

13:36:10 (©) query

(UTC-06:00)

Central Time (US

& Canada)

Feb-19-2021 ACVOPFEINFP6000 |(b) Query 1: Answered | PER

11:49:50 (4), INVESTIGATOR,

(UTC-06:00) (b) (6) THISWILL

Central Time (US PROBABLY

& Canada) NEVER
RESOLVE. IT IS
NOT CAUSING
SUBJECT
PROBLEMS
AND SUBJECT
ISA POOR
SURGICAL
CANDIDATE.

Feb-19-2021 ACVOPFEINFPS000 Egg @ ®) | Ouery 1: Opened | CLINQUERY -

10:45:31 HEPATIC CYST

(UTC-06:00) with Start Date of

Centra Time (US 27 Nov 20 is still

& Canada) indicated as
ONGOING.
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Site Name: (1117) Sundance Clinical Research
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:58

Please review and
if an END dateis
known, please
update.

Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:18:31 (;‘)’ ) YES

(UTC-06:00) b))

Central Time (US

& Canada)

6. Toxicity Grade:

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:18:31 (é)’ . 1

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

7. | sthe adver se event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:18:31 (g‘)- . NO

(UTC-06:00) (b) (6)

Central Time (US
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History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Verified

Site Name: (1117) Sundance Clinical Research

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

& Canada)

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

*** Confidential***

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
17:18:31 (ﬁ)- ) NO
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:18:31 (;‘)' ) NOT RELATED
(UTC-06:00) (0) (6) If Not Related to stud
Central Time (US y treatment(s), thisev
& Canada) ent is dueto:
OTHER
If Other, specify:

ETIOLOGY UN

KNOWN
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 8 Eg; Data Entry: Initial Entry
17:18:31 NOT APPLICABLE
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Form Status: Data Complete, Verified

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

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

(UTC-06:00) (b) ), (b) (6)

Central Time (US

& Canada)

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:18:31 (g‘)- ) NO

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:18:31 (ﬁ)- ) NO

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

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

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:18:31 (;‘)’ ) NOT RECOVERED/

(UTC-06:00) (b) ®) NOT RESOLVED

Central Time (US

& Canada)

14. Did the adverse event cause the subject to be discontinued from the study?
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Form Status: Data Complete, Verified

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

Generated Time (GMT): 29-Mar-2021 10:58
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Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:18:31 (;‘)’ ) NO
(UTC-06:00) (b) ©)
Central Time (US
& Canada)
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History

Form Status. Data Complete, Verified

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Back to Form

1. Category:

Date L ocation User Value Reason

Jan-16-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

17:19:31 (autocalc) | ADVERSE EVENT

(UTC-06:00)

Central Time (US

& Canada)

2. AE ID:

Date L ocation User Value Reason

Jan-16-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

17:19:31 (autocalc) | 6

(UTC-06:00)

Central Time (US

& Canada)

3. Adverse Event:

(I'f possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

17:19:31 (ﬁ)- ) INFRAUMBILICAL

(UTC-06:00) (b) (6) VENTRAL HERNIA

Central Time (US

& Canada)

4. Start Date Time:

Date L ocation User Value Reason
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History

Form Status: Data Complete, Verified

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:19:31 (ﬁ)’ ) Dec/27/2020 UNK:U

(UTC-06:00) (b) (6) NK

Central Time (US

& Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:19:31 (ﬁ)- . YES

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

6. Toxicity Grade:

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:19:31 (é)- ) 1

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

7. 1 sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date

L ocation

User

Value

Reason
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:19:31 (;‘)’ ) NO

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

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
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:19:31 (;‘)’ ) NO

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:19:31 (:)‘)- ) NOT RELATED

(UTC-06:00) (b) (6) If Not Related to stud

Central Time (US

& Canada)

y treatment(s), thisev

ent isdueto:
OTHER

If Other, specify:

MORBID OBES

ITY

10. Latest Action Taken with Study Treatment:

Page 548 of 616

*** Confidential***
FDA-CBER-2021-5683-0796219




090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Site No: 1117

Form Version: 22-Apr-2020 21.02

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Verified

Site Name: (1117) Sundance Clinical Research
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Generated Time (GMT): 29-Mar-2021 10:58
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Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
10" 4),
(16%2%2 0 ) ©) NOT APPLICABLE
Central Time (US
& Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:19:31 (4), NO
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:19:31 (4), NO
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
10 4),
e I R
Central Time (US
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Site Name: (1117) Sundance Clinical Research
Subject Initials; ---

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

& Canada)

14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:19:31 (4), NO

(UTC-06:00) (b) (6)

Central Time (US

& Canada)
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Site No: 1117

Form Version: 22-Apr-2020 21:02

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Vigit: Logs - Unscheduled

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

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:

Date L ocation User Value Reason
Jan-27-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
12:00:47 (autocalc) | ADVERSE EVENT

(UTC-06:00)

Central Time (US

& Canada)

2. AE ID:

Date L ocation User Value Reason
Jan-27-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
12:00:47 (autocalc) | 7

(UTC-06:00)

Central Time (US

& Canada)

3. Adverse Event:

(I'f possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Jan-27-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
12:00:47 (ﬁ)- ) SWOLLEN LYMPH

(UTC-06:00) (b) (6) NODES, RIGHT CER

Central Time (US VICAL

& Canada)

4, Start Date Time:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

Jan-27-2021 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
12:00:47 (ﬁ)’ ) Jan/23/2021 UNK:UN
(UTC-06:00) (b) (6) K
Central Time (US
& Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Jan-27-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
12:00:47 (ﬁ)- . NO
(UTC-06:00) (b) (6) End Date Time:
Central Time (US
& Canada) Jan/27/2021 UNK:
UNK
6. Toxicity Grade:
Date L ocation User Value Reason
Jan-27-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
12:00:47 (ﬁ)- . 1
(UTC-06:00) (b) (6)
Central Time (US
& Canada)

7. 1sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; | mportant
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall
History

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

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

Date L ocation User Value Reason
Jan-27-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
12:00:47 (;‘)’ ) NO
(UTC-06:00) (b) ©)
Central Time (US
& Canada)
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
Jan-27-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
12:00:47 (é)- ) NO
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Jan-27-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
12:00:47 (;‘)' ) NOT RELATED
(UTC-06:00) (0) (6) If Not Related to stud
Central Time (US y treatment(s), thisev
& Canada) ent is dueto:
OTHER
If Other, specify:
ETILOGY UNK
NOWN

*** Confidential***

Page 553 of 616

FDA-CBER-2021-5683-0796224




090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason
Jan-27-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
AN (4),
(15_?827600) ) ©) NOT APPLICABLE
Central Time (US
& Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Jan-27-2021 ACVOPFEINFP6000 Ebg Data Entry: Initial Entry
12:00:47 4), NO
(UTC-06:00) (b) 6
Central Time (US
& Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Jan-27-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
12:00:47 (4), YES
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Jan-27-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
12:00:47 (4), RECOVERED/RESO
(UTC-06:00) (b) (6) LVED
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall
History

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

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

Central Time (US
& Canada)

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

Date L ocation User Value Reason
Jan-27-2021 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
12:00:47 (4), NO

(UTC-06:00) (b) (6)

Central Time (US

& Canada)
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Header Text: c4591001
Vigit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

History

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

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

Back to Form

1. Category:

Date

L ocation

User

Value

Reason

Jan-27-2021
12:02:04
(UTC-06:00)
Central Time (US
& Canada)

ACVOPFEINFP6000

auto calc
(autocalc)

Data Entry:

ADVERSE EVENT

Initial Entry

2. AE ID:

Date

L ocation

User

Value

Reason

Jan-27-2021
12:02:04
(UTC-06:00)
Central Time (US
& Canada)

ACVOPFEINFP6000

auto calc
(autocalc)

Data Entry:
8

Initial Entry

3. Adverse Event:

(I'f possible specify diagnosis, not individual symptoms)

Date

L ocation

User

Value

Reason

Feb-13-2021
17:27:58
(UTC-06:00)
Central Time (US
& Canada)

ACVOPFEINFPE000 | (b) (4), (b) (6)

Query 1: Closed

Response
satisfies query

Feb-11-2021
17:06:33
(UTC-06:00)

ACVOPFEINFP6000

auto query
(autoquery)

Query 1: Answered

New
Information
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Site No: 1117

Form Version: 22-Apr-2020 21.02

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1117) Sundance Clinical Research

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

Central Time (US

& Canada)

Feb-11-2021 ACVOPFEINFPE000 ((b)(4), (b) (6) |DataEntry: New
17.06:33 TOE INFLAMMAT | Information
(UTC-06:00) ION, GREAT TOE,

Central Time (US LEFT

& Canada)

Feb-03-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Opened Please clarify
11:03:50 which foot,
(UTC-06:00) right or |eft foot
Central Time (US and change data
& Canada) appropriately.
Jan-27-2021 ACVOPFEINFPE000 |(b) (4), (b) (6) |Data Entry: Initial Entry
12:02:04 TOE INFLAMMAT

(UTC-06:00) ION, GREAT TOE

Central Time (US

& Canada)

4, Start Date Time:

Date L ocation User Value Reason
Jan-27-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
12:02:04 (ﬁ)’ ) Jan/19/2021 UNK:UN

(UTC-06:00) (b) ®) K

Central Time (US

& Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Jan-27-2021 ACVOPFEINFP6000 Egg Egg Data Entry: Initial Entry
12:02:04 NO
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trall
History
Form Version: 22-Apr-2020 21.02 Form Status: Data Complete, Frozen, Not Complete
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171141 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
(UTC-06:00) (b) (4), (b) (6) End Date Time:
Central Time (US
& Canada) Jan/26/2021 UNK:
UNK

6. Toxicity Grade:

Date L ocation User Value Reason
Jan-27-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
12:02:04 (), 2

(UTC-06:00) (b) ®)

Central Time (US

& Canada)

7. | sthe adver se 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
Jan-27-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
12:02:04 (4), NO

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

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
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Site No: 1117

Form Version: 22-Apr-2020 21.02

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1117) Sundance Clinical Research

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

Jan-27-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
12:02:04 “), NO
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Jan-27-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
12:02:04 (), NOT RELATED
(UTC-06:00) (0) (6) If Not Related to stud
Central Time (US y treatment(s), thisev
& Canada) ent is dueto:
OTHER
If Other, specify:
INGROWN TO
E NAIL
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Jan-27-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
.- (4),
(15._?(2:._(())2:00) ) ©) NOT APPLICABLE
Central Time (US
& Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

Jan-27-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
12:02:04 (), YES
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Jan-27-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
12:02:04 (4), YES
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Jan-27-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
.9 4),
e O
Central Time (US
& Canada)
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Jan-27-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
12:02:04 (), NO
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
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Header Text: c4591001

Vigit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

History

Form Status. Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Back to Form

1. Category:

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:07:58 (autocalc) | ADVERSE EVENT

(UTC-06:00)

Central Time (US

& Canada)

2. AE ID:

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:07:58 (autocalc) |9

(UTC-06:00)

Central Time (US

& Canada)

3. Adverse Event:

(I'f possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:07:58 (ﬁ)- ) ABNORMAL THRY

(UTC-06:00) (b) (6) OID LABORATORY

Central Time (US VALUES

& Canada)

4, Start Date Time:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

History

Form Status. Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:07:58 (ﬁ)’ ) Nov/UNK/2020 UNK:

(UTC-06:00) (b) (6) UNK

Central Time (US

& Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:07:58 (ﬁ)- . YES

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

6. Toxicity Grade:

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:07:58 (é)- ) 1

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

7. 1 sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date

L ocation

User

Value

Reason
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trall
History

Form Version: 22-Apr-2020 21.02 Form Status. Data Complete

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

Subject No: 11171141 Subject Initials: ---

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

Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

17:07:58 “), NO

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

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-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:07:58 (), NO

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:07:58 (;‘)- ) NOT RELATED
(UTC-06:00) (0) (6) If Not Related to stud
Central Time (US y treatment(s), thisev
& Canada) ent is dueto:
OTHER
If Other, specify:
UNKNOWN ET
IOLOGY

10. Latest Action Taken with Study Treatment:
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

History

Form Status. Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
e (4),
(16_?(7:2% 0 ) ©) NOT APPLICABLE
Central Time (US
& Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:07:58 (4), NO
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:07:58 (4), NO
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
e (4),
e I R
Central Time (US
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall
History

Form Status. Data Complete

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

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

& Canada)

14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:07:58 (), NO

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

*** Confidential***

Page 565 of 616

FDA-CBER-2021-5683-0796236




090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Vigit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

History

Form Status. Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Back to Form

1. Category:

Date L ocation User Value Reason

Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

17:09:15 (autocalc) | ADVERSE EVENT

(UTC-06:00)

Central Time (US

& Canada)

2. AE ID:

Date L ocation User Value Reason

Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

17:09:15 (autocalc) | 10

(UTC-06:00)

Central Time (US

& Canada)

3. Adverse Event:

(I'f possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

17:09:15 (ﬁ)- ) ACTINIC KERATOSI

(UTC-06:00) (b) (6) S, SCALP, WORSENI

Central Time (US NG

& Canada)

4, Start Date Time:

Date L ocation User Value Reason
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Site No: 1117

Form Version: 22-Apr-2020 21.02

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled

History

Form Status. Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:09:15 (ﬁ)’ ) Jan/UNK /2021 UNK:

(UTC-06:00) (b) (6) UNK

Central Time (US

& Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:09:15 (ﬁ)- . YES

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

6. Toxicity Grade:

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:09:15 (é)- ) 1

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

7. 1 sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date

L ocation

User

Value

Reason
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall
History

Form Status. Data Complete

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

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

Feb-11-2021 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
17:09:15 (), NO

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

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-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:09:15 (;‘)’ ) NO
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:09:15 (;‘)- ) NOT RELATED
(UTC-06:00) (0) (6) If Not Related to stud
Central Time (US y treatment(s), thisev
& Canada) ent is dueto:
OTHER
If Other, specify:
PREEXISTING
CONDITION

10. Latest Action Taken with Study Treatment:
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Site No: 1117

Form Version: 22-Apr-2020 21.02

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled

History

Form Status. Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

*** Confidential***

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
.N0- (4),
(16_?2%56 0 ) ©) NOT APPLICABLE
Central Time (US
& Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:09:15 (4), NO
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:09:15 (4), NO
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
.N0- (4),
e I R
Central Time (US
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall
History

Form Status. Data Complete

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

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

& Canada)

14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:09:15 (), NO

(UTC-06:00) (b) (6)

Central Time (US

& Canada)
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SiteNo: 1117

Form Version: 22-Apr-2020 21:03

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled

VACCINATIONS - Audit Trall

Form Status:

Form: CONCOMITANT MEDICATIONS - NON STUDY

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Back to Form

Central Time (US &
Canada)

Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFP6000 | (b) Form Created

12:56:03 (4),

(UTC-06:00) (b) (6)

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.03

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

Back to Form

1. What is the medication identifier?

Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
12:56:03 (autocalc) |1

(UTC-06:00)

Central Time (US

& Canada)

2. Category:

Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
12:56:03 (autocalc) | VACCINATIONS

(UTC-06:00)

Central Time (US

& Canada)

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
12:56:03 (autocalc) | NO

(UTC-06:00)

Central 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
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.03

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

Medication text (e.g., Ingredient(s), route, use, formulation).

Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
12:56:03 (s)- ) FLU VACCINATION

(UTC-06:00) (0) (6)

Central Time (US

& Canada)

5. Date:

Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
12:56:03 (;‘)' ) Nov/3/2020

(UTC-06:00) () (6)

Central Time (US

& Canada)
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:55

Site No: 1117

Subject No: 11171141
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. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
12:55:40 (;‘)' ) Nov/11/2020

(UTC-06:00) (0) (6)

Central Time (US

& Canada)

2. Phase of Disposition:

Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
12:55:40 (autocalc) | VACCINATION

(UTC-06:00)

Central Time (US

& Canada)

3. Status:

Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
12:55:40 (;‘)- ) COMPLETED

(UTC-06:00) (b) (6)

Central Time (US

& Canada)
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: Potential ReVax Initial Contact - Form: DATE OF VISIT - eCRF Audit Trail History

Unscheduled

Form Version: 22-Apr-2020 21.02

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Feb-10-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Closed Response

10:05:55 satisfies query

(UTC-06:00)

Central Time (US

& Canada)

Feb-08-2021 ACVOPFEINFP6000 | auto query Query 2: Answere | Changed

14:02:58 (autoquery) d Information

(UTC-06:00)

Centra Time (US

& Canada)

Feb-08-2021 ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Changed

14:02:58 Jan/6/2021 Information

(UTC-06:00)

Central Time (US

& Canada)

Feb-03-2021 ACVOPFEINFPE000 |(b) (4), (b) (6) Query 2: Opened | Per source,

11:05:22 participant

(UTC-06:00) contact was

Centra Time (US completed on

& Canada) 06Jan2021. If
confirmed
please change
data
appropriately.

Jan-27-2021 ACVOPFEINFP6000 Egg Egg Query 1: Closed Closed per site

07:04:10 confirmation.

*** Confidential***
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Header Text: c4591001

Visit: Potential ReVax Initial Contact - Form: DATE OF VISIT - eCRF Audit Trail History

Unschedul ed

Form Version: 22-Apr-2020 21.02
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

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

Subject Initials; ---

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

(UTC-06:00) (b) (4), (b) (6)

Central Time (US

& Canada)

Jan-26-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answere |Origina valueis

17:35:50 d correct

(UTC-06:00)

Central Time (US

& Canada)

Jan-26-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Reissued | As per

05:28:13 :Opened TREATMENT

(UTC-06:00) UNBLINDED

Central Time (US form under visit

& Canada) DISP Participant
was unblinded
on 6/Jan/21. If
incorrect, please
update at DISP
visit. And
confirm when
the contact was
made for further
vaccination

Jan-25-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answere | PARTICIPANT

18:12:10 d SOLICITED

(UTC-06:00) CLINIC FOR

Centra Time (US UNBLINDING

& Canada) ON
06JAN2021,
PARTICIPANT
WAS
UNBLINDED
ON 14JAN2021
AT CLINIC
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Unscheduled

Header Text: c4591001
Visit: Potential ReVax Initial Contact - Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21.02 Form Status: Data Complete, Frozen, Verified

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

Subject No: 11171141 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
VISIT WHEN
FORM 2 WAS
COMPLETED.

Jan-22-2021 ACVOPFEINFP6000 |EricaWeaver | Query 1: Opened | DM: Participant

08:31:30 (b) (4) was unblended

(UTC-06:00) on 6/Jan/21,

Centra Time (US please confirm

& Canada) when the
contact was
made for further
vaccination.

Jan-16-2021 ACVOPFEINFPG000 |(b) (4), (b) (6) Data Entry: Initial Entry

17:07:59 Jan/14/2021

(UTC-06:00)

Central Time (US

& Canada)
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Header Text: c4591001

Visit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION -
eCRF Audit Trail History

Unscheduled

Form Version: 10-Dec-2020 02:25

SiteNo: 1117

Subject No: 11171141
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

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

Back to Form

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

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Transcription
17:08:29 (), Participant iswilling | Error
(UTC-06:00) (b) (6) to return for Vaccinat
Central Time (US ion3
& Canada) Participant is:

eligible per local/

national recomme

ndations and confi

rmed to have recei

ved only placebo

at Vaccination 1/2
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:08:08 (), Participant is willing
(UTC-06:00) (b) (6) to return for Vaccinat
Central Time (US ion 3
& Canada) Participant is:

eligibleand NOT

confirmed to have
received only plac
ebo at Vaccination
1/2
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Site No: 1117

Form Version: 22-Apr-2020 21.03

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: Disposition - Unscheduled

History

Form: TREATMENT UNBLINDED - eCRF Audit Trail

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 Treatment Unblinded :

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:07:32 (ﬁ)’ ) Jan/6/2021

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:07:32 (ﬁ)- . ASSESSELIGIBILIT

(UTC-06:00) (b) (6) Y FOR ADDITIONA

Central Time (US L VACCINATION

& Canada)
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:02

Site No: 1117

Subject No: 11171141
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-26-2021 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response

02:41:44 (b) (6) satisfies query

(UTC-06:00)

Central Time (US

& Canada)

Jan-25-2021 ACVOPFEINFPE000 |(b) (4), (0) (6) |Query 1: Answered | Changed data

18:09:16 per query

(UTC-06:00)

Central Time (US

& Canada)

Jan-20-2021 ACVOPFEINFPE000 |(b) (4), (0) (6) | Query 1: Opened DM: Kindly

02:52:12 consider to

(UTC-06:00) update

Central Time (US missing

& Canada) SWAB PFE
and SAMP
TRK forms or
else clarify.
Thank you.

Jan-16-2021 ACVOPFEINFP6000 |(b)(4), (b)(6) |DataEntry: Initial Entry

17.08:41 Jan/14/2021

(UTC-06:00)

Central Time (US

& Canada)
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Header Text: c4591001
Visit: V101_VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER
VACCINATION - 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. Consent Was:

Date L ocation User Value Reason

Jan-18-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Closed | Response

03:14:17 satisfies query

(UTC-06:00)

Central Time

(US & Canada)

Jan-16-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answere | UNBLINDING

17:12:50 d INITIATED

(UTC-06:00) AND CONSENT

Central Time SIGNED AT

(US & Canada) COVID_A1
VISIT ON
06JAN2021.
DUETO
PARTICIPANT
AND CLINIC
SCHEDULE
CONSTRAINTS,
UNBLINDING
AND REVAX
VISIT
RESCHEDULED
AND
COMPLETED
14JAN2021

Jan-16-2021 ACVOPFEINFP6000 | auto query Query 1: Opened | Date Informed

17:09:07 (autoquery) Consent Obtained

(UTC-06:00) is not the same as
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER
VACCINATION - 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

Centra Time the Date of Visit.
(US & Canada) Please correct as
necessary.

Jan-16-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
17:09:07 OBTAINED
(UTC-06:00) Date Written Co
Central Time nsent Obtained
(US & Canada)

Jan/6/2021
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SiteNo: 1117

Form Version: 10-Dec-2020 02:31

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: V101_VAX3

Form: DISPOSITION - SCREENING FOR FURTHER

VACCINATION - 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 Completion/Discontinuation/Death :

*** Confidential***

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:09:37 (ﬁ)’ ) Jan/14/2021
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
2. Phase of Disposition:
Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:09:37 (autocalc) | REPEAT SCREENING
(UTC-06:00) 1
Centra Time (US
& Canada)
3. Status:
Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:09:37 (ﬁ)- . COMPLETED
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 14-Jan-2021 02:21

SiteNo: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Back to Form

1. Lab Pandl:

Date L ocation User Value Reason

Jan-16-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

17:09:47 (autocalc) | URINALYSIS

(UTC-06:00)

Central Time (US

& Canada)

2. Lab Sub-Pan€l:

Date L ocation User Value Reason

Jan-16-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

17:09:47 (autocalc) | PREGNANCY

(UTC-06:00)

Centra Time (US

& Canada)

3. Collection Date:

Date L ocation User Value Reason

Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

17:09:47 (ﬁ)- . Jan/14/2021

(UTC-06:00) (b} (6)

Central Time (US

& Canada)

4. Laboratory Name and Address (Derived)

Date L ocation | User | Value Reason
Page 584 of 616

*** Confidential***
FDA-CBER-2021-5683-0796255




090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: V101 VAX3

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF

Audit Trail History

Form Version: 14-Jan-2021 02:21

Site No: 1117
Subject No: 11171141
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

Jan-16-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:09:47 (autocalc) | STUDY SITE
(UTC-06:00)
Central Time (US
& Canada)
5. Specimen Type:
Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:09:47 (autocalc) | URINE
(UTC-06:00)
Central Time (US
& Canada)
6.a
Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:09:47 (autocalc) | sponsor- 113
(UTC-06:00) Defined |
Central Time (US dentifier:
& Canada) Test:: Choriogona
dotropin Be
ta PX113

Result::

Not Done NOT DON

e E
6.a Sponsor ID:
Date L ocation | User | Value Reason
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 14-Jan-2021 02:21

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - 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

Jan-16-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:09:47 (autocalc) | 113
(UTC-06:00)
Central Time (US
& Canada)
6.a Test:
Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:09:47 (ﬁ)- ) Choriogonadotropin B
(UTC-06:00) (b) (6) eta PX113
Central Time (US
& Canada)
6.a Not Done:
Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:09:47 (é)- ) NOT DONE
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
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SiteNo: 1117

Form Version: 22-Apr-2020 21:03

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: V101_VAX3

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - 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

Central Time (US

1. Data Origin

Date L ocation User Value Reason
Jan-25-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
12:07:04 (autocalc) | SITE

(UTC-06:00)

Central Time (US

& Canada)

2. Sample Type

Date L ocation User Value Reason
Jan-25-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
12:07:04 (autocalc) | SERUM

(UTC-06:00)

Centra Time (US

& Canada)

3. Sample Collected?

Date L ocation User Value Reason
Jan-25-2021 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto
12:07:15 (autoquery) Query
(UTC-06:00)

Central Time (US

& Canada)

Jan-25-2021 ACVOPFEINFP6000 |autoquery | Query 1. Candidate '‘Sample
12:07:04 (autoquery) Collected? is
(UTC-06:00) Yes, however

no barcodes are
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21.03

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

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

& Canada) entered. Please
review and
correct as
appropriate.

Jan-25-2021 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry

12:07:04 (;‘)- ) YES

(UTC-06:00) (0) (6) Date of Collection:

Central Time (US

& Canada) Jan/14/2021

5a

Date L ocation User Value Reason

Jan-25-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

12:07:15 Eﬁ;’(e) Sample |D: BRDFSS

(UTC-06:00)

Central Time (US

& Canada)

5.a Sample D

Date L ocation User Value Reason

Jan-25-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

12:07:15 (ﬁ)’ ) BRDFSS

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

5.b

Date L ocation User Value Reason

Jan-25-2021 ACVOPFEINFP6000 | @) ®):®)®6) | Data Entry: Initial Entry
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: V101 VAX3

Form Version: 22-Apr-2020 21.03
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - 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***

12:07:24 (b) (4), Sample|D BRDFS
(UTC-06:00) (b) (6) : T
Central Time (US
& Canada)
5.b Sample D
Date L ocation User Value Reason
Jan-25-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
12:07:24 (ﬁ)’ ) BRDFST
(UTC-06:00) () (6)
Central Time (US
& Canada)
5.c
Date L ocation User Value Reason
Jan-25-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
12:07:32 Eﬁi’@ Sample|D BRDFS
(UTC-06:00) - v
Central Time (US
& Canada)
5.c Sample D
Date L ocation User Value Reason
Jan-25-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
12:07:32 (ﬁ)- . BRDFSV
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5d
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21.03

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials; ---

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

Date L ocation User Value Reason
Jan-25-2021 ACVOPFEINFP6000 Ebg Data Entry: Initial Entry
oL 4),
B8 | S
Central Time (US
& Canada)
5.d Sample D
Date L ocation User Value Reason
Jan-25-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
12:25:33 (4), BRSRGM
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
5.e
Date L ocation User Value Reason
Jan-25-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
. (4),
BB | S P
Central Time (US
& Canada)
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: V101 VAX3

Form Version: 22-Apr-2020 21.03
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - 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.eSample|D

Date L ocation User Value Reason
Jan-25-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
12:25:43 (ﬁ)- ) BRSRGN

(UTC-06:00) (b) (6)

Central Time (US

& Canada)
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Page 591 of 616

FDA-CBER-2021-5683-0796262




090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

SiteNo: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

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

Back to Form

1. Data Origin

Date

L ocation

User

Value

Reason

Jan-25-2021
11:47:25
(UTC-06:00)
Central Time (US
& Canada)

ACVOPFEINFP6000

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date

L ocation

Value

Reason

Jan-25-2021
11:47:25
(UTC-06:00)
Centra Time (US
& Canada)

ACVOPFEINFP6000

auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date

L ocation

User

Value

Reason

Jan-25-2021
11:47:34
(UTC-06:00)
Central Time (US
& Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 1: Deleted

Close Auto
Query

Jan-25-2021
11:47:25
(UTC-06:00)
Central Time (US

ACVOPFEINFP6000

auto query
(autoquery)

Query 1: Candidate

'‘Sample
Collected? is
Yes, however
no barcodes are
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: V101 VAX3

Form Version: 22-Apr-2020 21.03
Site No: 1117

Subject No: 11171141

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

& Canada) entered. Please
review and
correct as
appropriate.

Jan-25-2021 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry

11:47:25 (;‘)- ) YES

(UTC-06:00) (0) (6) Date of Collection:

Central Time (US

& Canada) Jan/14/2021

S.a

Date L ocation User Value Reason

Jan-25-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

11:47:34 Eﬁ; - Sample|D BRDFN

(UTC-06:00) : 0

Central Time (US

& Canada)

5.a Sample D

Date L ocation User Value Reason

Jan-25-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

11:47:34 (ﬁ)’ ) BRDFNO

(UTC-06:00) (b) (6)

Central Time (US

& Canada)
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:26

Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: VACCINATION - 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. Was there a temporary delay of vaccination?

Date L ocation User Value Reason

Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

17:13:25 (ﬁ)- ) NO

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

2. Treatment Name

Date L ocation User Value Reason

Jan-16-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

17:13:25 (autocalc) | BNT162b2

(UTC-06:00)

Central Time (US

& Canada)

3. Formulation:

Date L ocation User Value Reason

Jan-16-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

17:13:25 (autocalc) | INJECTION

(UTC-06:00)

Centra Time (US

& Canada)

4. Dose Date Time:

Date L ocation User Value Reason
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Site No: 1117

Form Version: 10-Dec-2020 02:26

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: V101 VAX3

Form: VACCINATION - 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

Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:13:25 (ﬁ)- . Jan/14/2021 14:55

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

5. Anatomical Location:

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:13:25 (autocalc) | DELTOID MUSCLE

(UTC-06:00)

Central Time (US

& Canada)

6. Body Side:

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:13:25 (;‘)’ ) LEFT

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

7. Route:

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:13:25 (autocalc) [ INTRAMUSCULAR

(UTC-06:00)

Central Time (US

& Canada)

8. Actual Dose:

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

Form Version: 10-Dec-2020 02:26

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

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

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

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:13:25 (autocalc) | 30.0

(UTC-06:00)

Central Time (US

& Canada)

9. Unit:

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:13:25 (autocalc) |ug

(UTC-06:00)

Central Time (US

& Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:13:25 (autocalc) | 30 MINUTES

(UTC-06:00)

Central Time (US

& Canada)

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

Date L ocation User Value Reason
Jan-16-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:13:25 (é)' ) YES
(UTC-06:00) (b) (6)
Central Time (US
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Header Text: c4591001

Visit: V101 VAX3

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

Subject No: 11171141

Generated By: (b) (4)

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

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

& Canada)
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Header Text: c4591001

Visit: V102 VAX4

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

Subject No: 11171141

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
Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
14:28:43 (ﬁ)- ) Feb/4/2021
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 14-Jan-2021 02:21

SiteNo: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Back to Form

1. Lab Pandl:

Date L ocation User Value Reason

Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

15:38:07 (autocalc) | URINALYSIS

(UTC-06:00)

Central Time (US

& Canada)

2. Lab Sub-Panel:

Date L ocation User Value Reason

Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

15:38:07 (autocalc) | PREGNANCY

(UTC-06:00)

Centra Time (US

& Canada)

3. Collection Date:

Date L ocation User Value Reason

Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

15:38:07 (ﬁ)- . Feb/4/2021

(UTC-06:00) )0

Central Time (US

& Canada)

4. Laboratory Name and Address (Derived)

Date L ocation | User | Value Reason
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: V102 VAX4

Form Version: 14-Jan-2021 02:21

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - 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-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
15:38:07 (autocalc) | STUDY SITE
(UTC-06:00)
Central Time (US
& Canada)
5. Specimen Type:
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
15:38:07 (autocalc) | URINE
(UTC-06:00)
Central Time (US
& Canada)
6.a
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
15:38:07 (autocalc) | sponsor- 113
(UTC-06:00) Defined |
Central Time (US dentifier:
& Canada) Test:: Choriogona
dotropin Be
ta PX113

Result::

Not Done NOT DON

e E
6.a Sponsor ID:
Date L ocation | User | Value Reason
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Site No: 1117

Form Version: 14-Jan-2021 02:21

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: V102 VAX4

Form: LAB URINALY SIS - PREGNANCY TEST - 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***

Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
15:38:07 (autocalc) | 113
(UTC-06:00)
Central Time (US
& Canada)
6.a Test:
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
15:38:07 (ﬁ)- 5 Choriogonadotropin B
(UTC-06:00) (b) (6) eta PX113
Central Time (US
& Canada)
6.a Not Done:
Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
15:38:07 (é)- ) NOT DONE
(UTC-06:00) (b) (6)
Central Time (US
& Canada)
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V102_VAX4

Form Version: 22-Apr-2020 21:03

SiteNo: 1117

Subject No: 11171141
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

Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:29:28 (autocalc) | SITE

(UTC-06:00)

Central Time (US

& Canada)

2. Sample Type

Date L ocation User Value Reason

Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:29:28 (autocalc) | NASAL_SWAB

(UTC-06:00)

Centra Time (US

& Canada)

3. Sample Collected?

Date L ocation User Value Reason

Feb-11-2021 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto

14:29:39 (autoquery) Query

(UTC-06:00)

Central Time (US

& Canada)

Feb-11-2021 ACVOPFEINFP6000 |autoquery | Query 1. Candidate '‘Sample

14:29:28 (autoquery) Collected? is

(UTC-06:00) Yes, however

Central Time (US no barcodes are
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: V102 VAX4

Form Version: 22-Apr-2020 21.03
Site No: 1117

Subject No: 11171141

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

& Canada) entered. Please
review and
correct as
appropriate.

Feb-11-2021 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry

14:29:28 (;‘)- ) YES

(UTC-06:00) (0) (6) Date of Collection:

Central Time (US

& Canada) Feb/4/2021

S.a

Date L ocation User Value Reason

Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

14:29:39 Eﬁ; - Sample|D BR6RT

(UTC-06:00) : K

Central Time (US

& Canada)

5.a Sample D

Date L ocation User Value Reason

Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

14:29:39 (ﬁ)’ ) BRGRTK

(UTC-06:00) (b) (6)

Central Time (US

& Canada)
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V102_VAX4

Form Version: 10-Dec-2020 02:26

Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: VACCINATION - 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. Was there a temporary delay of vaccination?

Date L ocation User Value Reason

Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

17:00:29 (ﬁ)- ) NO

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

2. Treatment Name

Date L ocation User Value Reason

Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

17:00:29 (autocalc) | BNT162b2

(UTC-06:00)

Central Time (US

& Canada)

3. Formulation:

Date L ocation User Value Reason

Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

17:00:29 (autocalc) | INJECTION

(UTC-06:00)

Centra Time (US

& Canada)

4. Dose Date Time:

Date L ocation User Value Reason
Page 604 of 616

*** Confidential***
FDA-CBER-2021-5683-0796275




090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Site No: 1117

Form Version: 10-Dec-2020 02:26

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001
Visit: V102 VAX4

Form: VACCINATION - 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-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:00:29 (ﬁ)- . Feb/4/2021 14:46

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

5. Anatomical Location:

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:00:29 (autocalc) | DELTOID MUSCLE

(UTC-06:00)

Central Time (US

& Canada)

6. Body Side:

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:00:29 (;‘)’ ) LEFT

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

7. Route:

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:00:29 (autocalc) [ INTRAMUSCULAR

(UTC-06:00)

Central Time (US

& Canada)

8. Actual Dose:

*** Confidential***
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: V102 VAX4

Form Version: 10-Dec-2020 02:26

Site No: 1117
Subject No: 11171141
Generated By: (b) (4)

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

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

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:00:29 (autocalc) | 30.0

(UTC-06:00)

Central Time (US

& Canada)

9. Unit:

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:00:29 (autocalc) |ug

(UTC-06:00)

Central Time (US

& Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:00:29 (autocalc) | 30 MINUTES

(UTC-06:00)

Central Time (US

& Canada)

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

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
17:00:29 (é)' ) YES
(UTC-06:00) (b) (6)
Central Time (US
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V102 VAX4

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

Subject No: 11171141

Generated By: (b) (4)

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

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

& Canada)
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V103_ MONTH1
Form Version: 22-Apr-2020 21:02

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status. Data Complete, Verified

Site Name: (1117) Sundance Clinical Research

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Mar-12-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Closed | Response

14:33:44 satisfies query

(UTC-06:00)

Central Time (US

& Canada)

Mar-12-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1. Answere | Changed data

09:55:20 d per query

(UTC-06:00)

Central Time (US

& Canada)

Mar-12-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened | DM: Patient

03:32:43 completed

(UTC-06:00) Vaccination 3

Central Time (US visit through

& Canada) the 1-month
post
vaccination
visit after the
Vaccination 4.
Please
complete
treatment
disposition
CRF and
update date of
EOT2to
match date of
vigit at visit
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V103 MONTH1

Form Version: 22-Apr-2020 21.02
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: DATE OF VISIT - 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

103.
Mar-11-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
12:47:04 Mar/9/2021
(UTC-06:00)
Central Time (US
& Canada)
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: V103 MONTH1
Form Version: 22-Apr-2020 21:04

Site No: 1117

Subject No: 11171141
Generated By: (b) (4)

Form: CONTACT OUTCOME - eCRF Audit Trail History
Form Status. Data Complete, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Back to Form

1. Contact Type:

Date L ocation User Value Reason
Mar-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
12:47:16 (autocalc) | TELEPHONE VISIT
(UTC-06:00)
Central Time (US
& Canada)
2. Was contact made?
Date L ocation User Value Reason
Mar-11-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
12:47:16 (ﬁ)- ) YES
(UTC-06:00) (b) (6) Date of Contact:
Central Time (US
& Canada) Mar/9/2021
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Vist:

Unscheduled

Site No: 1117

FURTHER_VACCINATION_EQOT -

Form Version: 20-Feb-2021 02:26

Subject No: 11171141
Generated By: (b) (4)

Header Text: c4591001

Form: DISPOSITION - TREATMENT - eCRF Audit Trail

History

Form Status. Data Complete, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials; -

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

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Mar-12-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
09:55:04 <;‘)’ ) Mar/9/2021

(UTC-06:00) (b) (6)

Central Time (US

& Canada)

2. Phase of Disposition:

Date L ocation User Value Reason
Mar-12-2021 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
09:55:04 (autocalc) | OPEN LABEL TREAT

(UTC-06:00) MENT

Central Time (US

& Canada)

3. Status:

Date L ocation User Value Reason
Mar-12-2021 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
09:55:04 (‘b‘)v 6 COMPLETED

(UTC-06:00) (0) (6)

Central Time (US

& Canada)
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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: 11171141 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
Nov-12-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
12:55:40 (autocalc) | FOLLOW-UP

(UTC-06:00)

Central Time (US

& Canada)

Sep-28-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:51:19 (autocalc) | ENROLLED/RANDO

(UTC-06:00) MIZED

Central Time (US

& Canada)

Sep-28-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:31:10 (autocalc) | SCREENED

(UTC-06:00)

Central Time (US

& Canada)

2. Subject Status Date

090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Date L ocation User Value Reason

Feb-19-2021 | ACVOPFEINFP6000 |(b) (4), (b) Query 3: C | Query closed based on
05:03:23 (6) losed site's response that entry
(UTC-06:00) made by patient in error.
Central Time

(US&

Canada)

Feb-18-2021 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 3: PER DOCUMENTATION,
16:34:11 Answered | SUBJECT MISSED
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001

Visit: Subject Status - Unschedul ed
Form Version: 22-Apr-2020 2103
Site No: 1117

Subject No: 11171141

Generated By: (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status. Data Complete, Verified

Site Name: (1117) Sundance Clinical Research

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

(UTC-06:00) PRIOR WEEK ENRTY

Central Time AND WAS REPORTING

(US& VAX1

Canada) REACTINOGENICTY.

Jan-31-2021 ACVOPFEINFP6000 |(b) (4), (b) Query 3: [lIness eDiary: Subject

10:47:31 6) Opened reported "Yes' for the

(UTC-06:00) guestion "Have you

Central Time experienced any of the

(Us& following?’ for the

Canada) COVID-19 symptoms or
diagnosis on 26JAN2021.
But thereisno COVID
[lIness visit reported in the
database. Please clarify.

Jan-06-2021 ACVOPFEINFP6000 |Gisdle Query 2: C | Response satisfies query

10:33:04 Castillo losed

(UTC-06:00) (b) (4)

Central Time

(US&

Canada)

Dec-31-2020 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: FINAL UPDATE

17:46:41 Answered | SUBMITTED 31DEC2020

(UTC-06:00)

Central Time

(US&

Canada)

Dec-02-2020 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: C | SAE added in AE CRF

05:35:45 ©) losed

(UTC-06:00)

Central Time

(US&

Canada)
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090177e196ae3dca\Final\Final On: 01-Apr-2021 04:41 (GMT)

Header Text: c4591001
Visit: Subject Status - Unschedul ed
Form Version: 22-Apr-2020 2103

Site No: 1117

Subject No: 11171141
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

Dec-01-2020 [ ACVOPFEINFP6000 |Giselle Query 2: In the case narrative, the

13:54:41 Cadtillo Opened clinical/hospitalization

(UTC-06:00) (b) (4) course and workup has not

Central Time been provided. Kindly

(US& submit a FU report with

Canada) missing details. Thank you.

Dec-01-2020 | ACVOPFEINFP6000 |(b) (4), (b) Query 1. SAE

06:48:52 (6) Opened | RECON:AER#2020471440

(UTC-06:00) partial bowel

Central Time obstruction(onset

(Us& date:27Nov2020)was

Canada) reported as seriousin
Safety database but missing
in AE CRF. Please confirm
and update CRF. If safety
update is required, submit a
follow-up SAE Form.

Nov-12-2020 | ACVOPFEINFP6000 | auto calc Data Entr | Initia Entry

12:55:40 (autocalc) A

(UTC-06:00) Nov/11/20

Central Time 20

(US&

Canada)

Sep-28-2020 | ACVOPFEINFP6000 | auto calc Data Entr | Initial Entry

14:51:19 (autocalc) \'A

(UTC-06:00) Sep/22/20

Central Time 20

(US&

Canada)

Sep-28-2020 | ACVOPFEINFPG000 | auto calc Data Entr | Initia Entry

14:31:10 (autocalc) y:

(UTC-06:00) Sep/22/20

Central Time 20
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Header Text: c4591001

Visit: Subject Status - Unschedul ed
Form Version: 22-Apr-2020 2103
Site No: 1117

Subject No: 11171141

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

(US&
Canada)
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Header Text: c4591001

Vigit: Investigator Signature -
Unscheduled

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

Subject No: 11171141

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
Nov-10-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
16:58:11 (;‘)' ) Click Here to Enable
(UTC-06:00) (0) (6)
Central Time (US
& Canada)
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