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Header Text: c4591001

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

Subject No: 11171186

Generated By: (b) (4)

Form: COHORT SELECTION

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

Subject Initials; ---

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

eCRF Audit Trail History

Cohort Selection

option is equivalent to PHASE 2/3.

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5, STAGE 3

*** Confidential***

1. | Select appropriate response - Protocol | 08 SEP 2020
version
2. | Select appropriate response - What STAGE 3 COHORTS
cohort does the subject belong to?
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Header Text: c4591001

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

Subject No: 11171186

Generated By: (b) (4)

Form: MAIN INFORMED CONSENT

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

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

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Oct/6/2020

Page 2 of 423
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Header Text: c4591001

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

Subject No: 11171186

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 [11171186]

2. | Birth Date: (b) (6)/1990

3. [ Sex: FEMALE

4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that apply): BLACK OR AFRICAN AMERICAN

6. | Racial Designation:

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171186

Generated By: (b) (4)

Form: DATE OF VISIT

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

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

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit QOct/6/2020
2. | Erroneous Visit
Page 4 of 423

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171186

Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

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

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

Form Comments

Inclusion Criteria Not M et

1

*** Confidential***

Description of Inclusion Criterion | Not Applicable
Not Met
Exclusion Criteria Met
2. Description of Exclusion Criterion | Not Applicable
Met
Page 5 of 423
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171186

Generated By: (b) (4)

Form: DISPOSITION - SCREENING

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

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

eCRF Audit Trail History

Disposition - Screening

1. | Date of Completion/Discontinuation | Oct/6/2020
/Desath
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
Page 6 of 423
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171186

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

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

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

eCRF Audit Trail History

Medical History Details

La || LingMH Number:

(1]

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

[ALLERGY, NICKEL]

Allergies:
Start Date: UNK/UNK/1995
Ongoing: YES

1b Line/MH Number:

(2]

Disease/Syndrome/Surgery [VISION IMPAIRMENT, BILATERAL]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1990
Ongoing: YES

1¢ |/ Line/MH Number: [3]
Disease/Syndrome/Surgery [DEPRESSION]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2016
Ongoing: YES

Ld || Ling/MH Number: [4]
Disease/Syndrome/Surgery [ANXIETY]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2019
Ongoing: YES

1e || LineMH Number:

(5]

*** Confidential***

Disease/Syndrome/Surgery [SUICIDAL IDEATION W/ ATTEMPT]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Mar/15/2019
Ongoing: NO

End Date:

Mar/15/2019

Page 7 of 423
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171186

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

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

Subject Initials: ---

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

1f

Line/MH Number:

(6]

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

[SUICIDAL IDEATION W/ ATTEMPT]

Start Date: Dec/24/2019
Ongoing: NO
End Date:
Dec/24/2019
%9 || LineMH Number: [
Disease/Syndrome/Surgery [SUCIDAL IDEATION-W/ ATTEMPT]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Oet19/2029
Ongoing: NO
EndDate:
Oct/26/2020
1h || Line/MH Number: 8]
Disease/Syndrome/Surgery [CANNABIS ABUSE]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2019
Ongoing: YES
Li |/ Line/MH Number: 19
Disease/Syndrome/Surgery [VENOUS THROMBOSISJEMBOLISM]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2019
Ongoing: YES
1 || LineMH Number: [10]
Disease/Syndrome/Surgery [INSOMNIA]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2019
Ongoing: YES
Page 8 of 423
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*** Confidential***

Header Text: c4591001
Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY
Form Version: 22-Apr-2020 21:03 Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
1K || Line/MH Number: [11]

Disease/ Syndrome/Surgery [EPIGASTRIC PAIN W/ ADMISSION]

/Non-Drug Allergies/Drug

Allergies:

Start Date: Sep/24/2020

Ongoing: YES
L1 1] Line/MH Number: [12]

Disease/Syndrome/Surgery [MIGRAINE]

/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/2019

Ongoing: YES
1m ||| ine/MH Number: [13]

Disease/Syndrome/Surgery [BUTALBITAL USE DISORDER]

/Non-Drug Allergies/Drug

Allergies:

Start Date: Mar/15/2019

Ongoing: YES
1n || LineMH Number: [14]

Disease/Syndrome/Surgery [MEDICATION TREATEMENT NONCOMPLAINCE]

/Non-Drug Allergies/Drug

Allergies:

Start Date: Mar/15/2019

Ongoing: YES
1.0 || Line/MH Number: [15]

Disease/Syndrome/Surgery [CANNABIS HY PEREMESIS SYNDROME]

/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/2019

Ongoing: YES

Page 9 of 423
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21.57
Site No: 1117

Subject No: 11171186

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 - What is
the subject HIV status?

The subject isNOT known to be HIV POSITIVE

Page 10 of 423
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171186

Generated By: (b) (4)

Form: VITAL SIGNS - BASELINE

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

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

eCRF Audit Trail History

*** Confidential***

Vital Signs
1. | Date: Oct/6/2020
2. | Weight: [132.0]
3. | Unit: LB
4. | Height: [66.0]
5. | Unit: in
6. | Body Mass Index: [21.3]
Vital Signs Details
7.2 || Record | dentifier: 1
Temperature: [96.8]
Unit: F
Temperature Location: ORAL CAVITY
Page 11 of 423
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171186

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-Pand: PREGNANCY
3. | Collection Date: Oct/6/2020

4. | Laboratory Name and Address [STUDY SITE]

(Derived)

5. | Specimen Type: URINE
Lab Result

6.2 || sponsor ID: [113]

Test: Choriogonadotropin Beta PX113
Resullt: NEGATIVE
Not Done:

Page 12 of 423
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171186

Generated By: (b) (4)

Form: RANDOMIZATION

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

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

eCRF Audit Trail History

*** Confidential***

Disposition
1. | Randomization Date : Oct/6/2020
2. | Randomization Number: [101915]
3. | Randomization Group: []
Page 13 of 423
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171186

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Oct/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.
5a || sample ID [BRSR6C]
5b || sample 1D [BRSR6D]
5| sampleID [BPS8W1]
5d || sample 1D [BPS8W2]
5€ || sampleID [BP58W3]
Page 14 of 423
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171186

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/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.
5a || sample ID [BRJ89J]
Page 15 of 423

*** Confidential***

FDA-CBER-2021-5683-0796685




090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171186

Generated By: (b) (4)

Form: VACCINATION

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

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

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Oct/6/2020 14:05
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [1
9. | Unit:
10. | Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
Page 16 of 423
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11171186
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
SiteNo: 1117

Subject No: 11171186

Generated By: (b) (4)

Form: DATE OF VISIT

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

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

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Nov/30/2020
2. | Erroneous Visit
Page 18 of 423
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Header Text: c4591001

Visit: V2_VAX2 L Form: VITAL SIGNS - TEMP

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---

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

eCRF Audit Trail History

Vital Signs
1. |Date: Nov/30/2020
Vital Signs Details
22 || Record Identifier: 1
Temperature: [98.2]
Unit: F
Temperature L ocation: ORAL CAVITY
Page 19 of 423
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 11171186

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: URINALY SIS

2. | Lab Sub-Pand: PREGNANCY

3. | Collection Date: Nov/30/2020

4. | Laboratory Name and Address [STUDY SITE]

(Derived)

5. | Specimen Type: URINE

Lab Result

6.a || sponsor 1D: [113] Comments
Test: Choriogonadotropin Beta PX113
Resullt: Comments
Not Done: NOT DONE Comments

Page 20 of 423

*** Confidential***
FDA-CBER-2021-5683-0796690




090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 11171186

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:
Nov/30/2020
4. | If no sample was collected or sample |[]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sampleID [BM8YZ5]
Page 21 of 423
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 11171186

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

Form Comments
eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of Not Done Comments
vaccination?
2. | Treatment Name Not Done Comments
[
3. | Formulation: Not Done Comments
4. | Dose Date Time: Not Done Comments
Il
5. | Anatomical Location: Not Done Comments
6. | Body Side: Not Done Comments
7. | Route: Not Done Comments
8. | Actual Dose: Not Done Comments
[
9. [Unit: Not Done Comments
10. | Timeframe Subject Was Observed Not Done Comments
11. | Was the subject observed for at least | Not Done Comments
the protocol specified observation
period after investigational product
administration?
Page 22 of 423
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Header Text: c4591001

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

Subject No: 11171186

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

*** Confidential***

Date of Visit
1. | Dateof Visit Dec/28/2020
2. | Erroneous Visit
Page 23 of 423
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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, Frozen, Verified

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

Subject No: 11171186 Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE

2. | Sample Type SERUM

3. | Sample Collected? YES
Date of Collection:
Dec/28/2020

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

090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Aliquot

Please enter barcode for each aliquot.

5a || sample ID [BSFB2Z]
5b || sample 1D [BSFB30]
5| sampleID [BRDFNS]
5d || sample 1D [BRDFNT]
5€ || sampleID [BRDFNV]

Page 24 of 423
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Header Text: c4591001

Visit: V4_MONTH6_L

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

Subject No: 11171186

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

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

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

Date of Visit

1. | Dateof Visit Il

2. | Erroneous Visit

Page 25 of 423
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Header Text: c4591001

Visit: V4_MONTH6_L

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

Subject No: 11171186

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Electronic Sample Tracking

1

Data Origin

Sample Type

Sample Collected?

2
3.
4

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

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

Page 26 of 423
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Header Text: c4591001

Visit: V5_MONTH12_L

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

Subject No: 11171186

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

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

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

Date of Visit

1. | Dateof Visit Il

2. | Erroneous Visit

Page 27 of 423
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Header Text: c4591001

Visit: V5_MONTH12_L

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

Subject No: 11171186

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Electronic Sample Tracking

1

Data Origin

Sample Type

Sample Collected?

2
3.
4

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

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID
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Header Text: c4591001

Visit: V6_MONTH24_L

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

Subject No: 11171186

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

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

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

Date of Visit

1. | Dateof Visit Il

2. | Erroneous Visit
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Header Text: c4591001

Visit: V6_MONTH24_L

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

Subject No: 11171186

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Electronic Sample Tracking

1

Data Origin

Sample Type

Sample Collected?

2
3.
4

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

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID
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Header Text: c4591001

Dec/14/2020

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

Subject No: 11171186

Generated By: (b) (4)

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

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

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

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Dec/14/2020
2. | Erroneous Visit
COVID-19 llIness Visit
3. | COVID-19 lliness Visit: COVID_A
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Header Text: c4591001

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

Form Version: 10-Dec-2020 02:29

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete

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

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

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Dec/14/2020
2. | Date of First Symptom Started: Dec/13/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Dec/28/2020
Symptoms
4.a || symptoms: FEVER
Was symptom present? NO
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d || symptoms: CHILLS
Was symptom present? NO
4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? YES
4.h .
Symptoms: DIARRHEA
Was symptom present? NO
41 || symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
Page 32 of 423
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Header Text: c4591001

Dec/14/2020

Form Version: 10-Dec-2020 02:29
SiteNo: 1117

Subject No: 11171186

Generated By: (b) (4)

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

Form Status: Data Complete

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

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

5.2 || symptoms - Other Text:

[NASAL CONGESTION]

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:54

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

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

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

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN
Dec/14/2020

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

Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

*** Confidential***

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

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
Dec/14/2020

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

Subject No: 11171186

Generated By: (b) (4)

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

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE

2. | Sample Type NASAL_SWAB_SELF

3. | Sample Collected? NO

4. | If no sample was collected or sample | [SEE SWAB PFE-PARTICIPANT DID NOT SUBMIT SPECIMEN. SITE
was not collected according to COLLECTED WHEN PARTICIPANT ONSITE FOR VISIT 3]
protocol, please provide reason:

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Dec/14/2020

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

Subject No: 11171186

Generated By: (b) (4)

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

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES Comments
Date of Collection:
Dec/28/2020
4. | If no sample was collected or sample |[PARTICIPANT HAD CHOSEN NOT TO COLLECT SELF SWAB,
was not collected according to CLINIC PERSONNEL COLLECTED AT THE NEXT PROTOCOL
protocol, please provide reason: SCHEDULED VISIT]
Aliquot

Please enter barcode for each aliquot.

5.a

Sample ID

[BRDFLC]

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Dec/14/2020

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

Subject No: 11171186

Generated By: (b) (4)

Form Status: Data Complete

Form: HEALTH CARE UTILIZATION

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

eCRF Audit Trail History

Health Care Utilization

la

Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or Contacts:

NO

1b

Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts:

NO

lc

Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts:

NO

1d

Physician or Healthcare
Professiona:

URGENT CARE

Occurrence of Visits or Contacts:

NO

le

Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts:

NO

1f

Physician or Healthcare
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-19 illness?

NO

Page 38 of 423
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Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:53
Site No: 1117

Subject No: 11171186
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

*** Confidential***

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

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: RESPIRATORY TREATMENT
Dec/14/2020

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

Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

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

2. | Concomitant Non-drug Treatment Not Done Comments

Pre-specified:

3. | Treatment: Not Done Comments

4. | Treatment: Not Done Comments
[

5. | Start Date: Not Done Comments
1

6. | Ongoing? Not Done Comments

Page 40 of 423
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: ILLNESS DETAILS

Dec/14/2020

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete

SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---

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

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event: POTENTIAL COVID-19 ILLNESS

2. | Was adiagnosis obtained for Potential | NO
COVID-19 llIness?

3. | Toxicity Grade: 1
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 17-Jul-2020 21:55

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

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

# | Category of Clinical Event: | Subcategory of Clinical Event | Diagnosis Obtained | Toxicity Grade | Form Instance
1. | Not Done Not Done Not Done Not Done Repeating Pages
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Header Text: c4591001

Dec/14/2020

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

Subject No: 11171186
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen

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

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

Back to Form
Form Comments
eCRF Audit Trail History

*** Confidential***

IlIness Details

1. | Category of Clinical Event: Not Done Comments

2. | Subcategory of Clinical Event: Not Done Comments

3. | Wasadiagnosis obtained? Not Done Comments

4. | Toxicity Grade: Not Done Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1
Form Version: 15-Sep-2020 21:51

Site No: 1117
Subject No: 11171186

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

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

# Category for Lab | Vendor Na Collectl-onD Specimen T L ab Result Form I nstance
Test me ate: ype
1. | Not Done Not Done | Not Done Not Done Sponsor-Defined I de et | Rewlt: Repeating
ntifier ' ' Peges
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
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Header Text: c4591001

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

Form Version: 15-Sep-2020 21:51
SiteNo: 1117

Subject No: 11171186

Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

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

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Back to Form
Form Comments
eCRF Audit Trail History

*** Confidential***

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

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

Dec/14/2020

Form Version: 15-Sep-2020 21:51
SiteNo: 1117

Subject No: 11171186

Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

5b Sponsor ID: Not Done Comments

[]

Test: Alanine Aminotransferase PX30

Result: Not Done Comments
(]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[
High
[1
Unit

5. || sponsor ID: Not Done Comments

[

Test: Aspartate Aminotransferase PX28

Resullt: Not Done Comments
[]

Not Done: Not Done Comments

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

Dec/14/2020

Form Version: 15-Sep-2020 21:51
SiteNo: 1117

Subject No: 11171186

Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

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

5 || sponsor ID: Not Done Comments

[

Test: Bilirubin_PX21

Result: Not Done Comments
[

Not Done: Not Done Comments

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

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Dec/14/2020

Form Version: 15-Sep-2020 21:51

SiteNo: 1117
Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

S5f Sponsor ID: Not Done Comments

[

Test: Blood Urea Nitrogen_PX47

Result: Not Done Comments
[

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[
High
[
Unit

5.9 || sponsor ID: Not Done Comments

[

Test: Creatinine_PX48

Result: Not Done Comments
[

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[
High
[
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

Form Version: 15-Sep-2020 21:55

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

*** Confidential***

# Category for L | Vendor Name (DE | Collection | Specimen L ab Result Form Instanc
ab Test RIVED) Date: Type e
1. | Not Done Not Done Not Done Not Done Sponsor -Defined | Repeating
o Test: |Result: Pages
dentifier
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
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Header Text: c4591001

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

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

Subject No: 11171186

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status: Data Complete, Frozen

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

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

Back to Form
Form Comments
eCRF Audit Trail History

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

Dec/14/2020

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

Subject No: 11171186

Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

*** Confidential***

5b Sponsor ID: Not Done Comments

[

Test: Hematocrit_PX2

Result: Not Done Comments
[

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[
High
[
Unit

5. || sponsor 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 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology

Dec/14/2020

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

Subject No: 11171186

Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

5d Sponsor ID: Not Done Comments

[

Test: Platelets PX5

Result: Not Done Comments
[

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[
High
[
Unit

5 || sponsor ID: Not Done Comments

[

Test: Leukocytes PX7

Result: Not Done Comments
[

Not Done: Not Done Comments

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

Dec/14/2020

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

Subject No: 11171186

Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

*** Confidential***

S5f Sponsor ID: Not Done Comments
[
Test: Neutrophils_PX608
Result: Not Done Comments
[
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[
High
[
Unit
5.9 || sponsor ID: Not Done Comments
[
Test: Eosinophils_PX609
Result: Not Done Comments
[
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[
High
[
Unit
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Header Text: c4591001

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

Dec/14/2020

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

Subject No: 11171186

Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Sh Sponsor ID: Not Done Comments

[

Test: Monocytes PX612

Result: Not Done Comments
[

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[
High
[
Unit

Si Sponsor 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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Header Text: c4591001

Dec/14/2020

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

Subject No: 11171186

Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

*** Confidential***

5] Sponsor ID: Not Done Comments
[
Test: Lymphocytes PX611
Result: Not Done Comments
[
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[
High
[
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form: VITAL SIGNS- COVID

Form Version: 15-Sep-2020 21:52

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

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

# Date: Vital Signs Details Form Instance
1. |Not Done Record | dentifier: Systalic: Diastolic: Repeating Pages
Not Done Not Done Not Done
Page 56 of 423

*** Confidential***
FDA-CBER-2021-5683-0796726




090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: VITAL SIGNS- COVID
Dec/14/2020

Form Version: 15-Sep-2020 21:52
SiteNo: 1117

Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

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

Back to Form
Form Comments
eCRF Audit Trail History

*** Confidential***

Vital Signs
1. | Date: Not Done Comments
/!
Vital Signs Details
2.2 || Record I dentifier: Not Done
1
Systalic: Not Done Comments
[
Diastolic: Not Done Comments
[
Respiratory Rate in Not Done Comments
respirations/minute:
[
Heart Rate in beats/minute: Not Done Comments
[
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form: VITAL SIGNS - PULSE OX ROOM AIR

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

Subject No: 11171186
Generated By: (b) (4)

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

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

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

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

Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

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

Back to Form
Form Comments
eCRF Audit Trail History

*** Confidential***

Vital Signs
1. |Date Not Done Comments
I

Vital Signs Details

2.2 || Record Identifier: Not Done
1

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

Visit: POT_COVID_ILL 1

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

Subject No: 11171186
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

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

# | Date Time of Assessment

Arterial Blood Gases PaO2

FiO2 (Fraction of Inhaled Oxygen) Form Instance

1. | Not Done

Not Done

Not Done Repeating Pages

Page 60 of 423

*** Confidential***
FDA-CBER-2021-5683-0796730




090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

Dec/14/2020

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

Subject No: 11171186
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: OXYGENATION PARAMETERS

Form Status: Data Complete, Frozen

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

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

Back to Form
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

*** Confidential***

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

Form Version: 06-Jul-2020 21:55

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

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

# Sponsor-Defined Ide | Category for Medi | Concomitant Medications Pre- | Name of Medic | Start D | Form Instanc
ntifier cation specified ation ate e
1. [ Not Done Not Done Not Done Not Done Not Don Repeating
e Pages
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Header Text: c4591001

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

Dec/14/2020

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

Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

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

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant M edications

1. | What isthe medication identifier? Not Done Comments
[1
2. | Category: Not Done Comments
3. | Concomitant Medications Not Done Comments
Pre-specified:
4. | Medication: Not Done Comments
Provide the complete generic drug []
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).
5. | Start Date: Not Done Comments
I
6. | Ongoing? Not Done Comments
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Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:53
Site No: 1117

Subject No: 11171186
Generated By: (b) (4)

Form: IMAGING

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

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

Dec/14/2020

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

Subject No: 11171186
Generated By: (b) (4)

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: IMAGING

Form Status: Data Complete, Frozen

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

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

Back to Form
Form Comments
eCRF Audit Trail History

*** Confidential***

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

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS CONVALESCENT
on Feb/01/2021

Form Version: 22-Apr-2020 21:04

SiteNo: 1117
Subject No: 11171186
Generated By: (b) (4)

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

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

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Feb/1/2021
2. | Erroneous Visit
COVID-19 llIness Visit
3. | COVID-19 lliness Visit: COVID_A1l
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Header Text: c4591001
Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

on Feb/01/2021

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE

2. | Sample Type SERUM

3. | Sample Collected? YES
Date of Collection:
Feb/1/2021

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| sampleID [BSFB40]
5b | sample 1D [BSFB41]
5.C || sample 1D [BP591B]
5d || sample 1D [BP591C]
5€ || sample ID [BP591D]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

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

Subject No: 11171186

Generated By: (b) (4)

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

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

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

Date of Visit

1. | Date of Visit 1l

2. | Erroneous Visit

COVID-19 Repeat Swab

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

Unscheduled Visit

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

Subject No: 11171186

Generated By: (b) (4)

Visit: POT_COVID_REPEAT_SWAB - New

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

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

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

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

> Sample ID

*** Confidential***
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Header Text: c4591001

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

Subject No: 11171186

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

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

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

Date of Visit
1. | Dateof Visit Il
2. | Erroneous Visit
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Header Text: c4591001

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

Site No: 1117

Subject No: 11171186

Generated By: (b) (4)

Form: UNPLANNED VISIT
Form Status. Not Started

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Unplanned Assessments

1. | Assessments

*** Confidential***
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Header Text: c4591001
Vigit: Logs

Form Version: 22-Apr-2020 21:02

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

AE lden Isthe Adverse Event | Form Instan
# Category tifier Adverse Event Start Date Still Ongoing ce
1. DELETED |ADVERSE |1 DEPRESSION, WORSENI | Oct/19/2020 U | YES Repeating
EVENT NG NK:UNK Pages
2. ADVERSE |2 SUICIDAL IDEATION WIT | Oct/19/2020U | NO Repeating
EVENT H ATTEMPT NK:UNK End Date Time: Pages
Oct/26/2020 UNK:
UNK
3. ADVERSE |3 ACUTE GASTRITISW/O | Oct/23/2020 U | NO Repeating
EVENT HEMMORRHAGE NK:UNK End Date Time: Pages
Nov/30/2020 UNK:
UNK
4, ADVERSE |4 BILIOUSVOMITING Oct/23/2020 U | NO Repeating
EVENT NK:UNK End Date Time: Pages
Oct/27/2020 01:26
5. ADVERSE |5 ABDOMINAL PAIN Oct/26/2020 U | NO Repeating
EVENT NK:UNK End Date Time: Pages
Oct/27/2020 UNK:
UNK

Page 72 of 423

*** Confidential***

FDA-CBER-2021-5683-0796742




090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11171186

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Deleted

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

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category:

2. |AEID:

(]

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

[DEPRESSION, WORSENING]

Start Date Time:

Isthe adverse event still ongoing?

Comments

Toxicity Grade:

N|o|oa| >

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).

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

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

NO

9. |Isthisevent related to study
treatment:

10. | Latest Action Taken with Study
Treatment:

11. | Was a Concomitant Medication
given?

12. | Was aNon-Drug Treatment given?

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11171186

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Deleted

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

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

*** THISREPEATING FORM HASBEEN DELETED ***

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

NOTRECOVERED/NOTFRESOLVED

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

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

Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [SUICIDAL IDEATION WITH ATTEMPT] Comments
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Oct/19/2020 UNK:UNK
5. | Isthe adverse event still ongoing? NO
End Date Time:
Oct/26/2020 UNK:UNK
6. | Toxicity Grade: 3
7. | Isthe adverse event serious? YES
Isthis serious event associated with congenital anomaly or birth
If Yes, NOTIFY PFIZER defect?
IMMEDIATELY. NO
Fatal; Life-threatening; Inpatient Did this serious event result in death?
hospitalization or prolongation of NO
existing hospitalization; Persistent or
iggg;?tnatl ;ﬁg‘\!g};}?ﬁ?}pﬁgt sls Sthi s serious event require or prolong hospitalization?
Important medical event (i.e. may
jeopardize subject and may require id thi . it . onifi
medical/surgical intervention to (Ijjlsa[; Il_s s/t_enous e\/er))t result in persistent or significant
prevent above outcomes). NIO Hlity/incapacity
Isthis serious event life threatening?
NO
Other medically important serious event
NO
8. | Isthisadverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11171186

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

9. |Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[MAJOR DEPRESSION]
10. | Latest Action Taken with Study DRUG WITHDRAWN
Treatment:
11. | Was a Concomitant Medication YES
given?
12. | Was aNon-Drug Treatment given? YES
13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For | [2020415388]
Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. | Adverse Event: [ACUTE GASTRITISW/O HEMMORRHAGE]

(If possible specify diagnosis, not
individual symptoms)

4, | Start Date Time: Oct/23/2020 UNK:UNK
5. | Isthe adverse event still ongoing? NO
End Date Time:
Nov/30/2020 UNK:UNK
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? NO

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

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

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

9. | Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[UNKNOWN ETIOLOGY]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication YES
given?
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11171186

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

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

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

12. | Was aNon-Drug Treatment given? YES
13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For | []
Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

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

(If possible specify diagnosis, not
individual symptoms)

4, | Start Date Time: Oct/23/2020 UNK:UNK
5. | Isthe adverse event still ongoing? NO
End Date Time:
Oct/27/2020 01:26
6. | Toxicity Grade: 3
7. | Isthe adverse event serious? NO

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

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

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

9. | Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[ACTUE GASTRITIS]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication YES
given?
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11171186

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

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

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

12. | Was aNon-Drug Treatment given? YES
13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For | []
Pfizer Use Only
Page 80 of 423

*** Confidential***
FDA-CBER-2021-5683-0796750




090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [5]
3. | Adverse Event: [ABDOMINAL PAIN]

(If possible specify diagnosis, not
individual symptoms)

4, | Start Date Time: Oct/26/2020 UNK:UNK
5. | Isthe adverse event still ongoing? NO
End Date Time:
Oct/27/2020 UNK:UNK
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? NO

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

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

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

9. | Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[ACUTE GASTRITIS]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication YES
given?
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11171186

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

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

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

12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For | []
Pfizer Use Only
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Visit: Logs

Site No: 1117

Header Text: c4591001

Subject No: 11171186

Form Version: 17-Jul-2020 21:54

Form: MEDICATION ERROR

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Categor | Medication Err | Start Dat | Isthemedication error Still Ong | Study Medication Errors Ac
# . : Form Instance
y or e oing tion
1 Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
SiteNo: 1117

Subject No: 11171186
Generated By: (b) (4)

Form: MEDICATION ERROR
Form Status: Not Started

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Back to Form

Medication Error

1. | Category:

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

3. | Start Date: 1

4. | Isthe medication error still ongoing?

5. | Latest Action Taken with Study
Treatment:

6. | Was a Concomitant Medication
given?

7. | 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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Header Text: c4591001
Visit: Logs

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

Subject No: 11171186
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

*** Confidential***

# Sponsor-Defined Ide | Category for Medi | Concomitant Medications Pre- | Name of Medic | Start D | Form Instanc
ntifier cation specified ation ate e
1 Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11171186

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS
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 Medications
Pre-specified:
4. | Medication: []

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

5. | Date:

1
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Header Text: c4591001
Visit: Logs

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

*** Confidential***

# Sponsor-Defined 1d | Category for Medi | Concomitant Medications Pr | Name of Medic | Dose Descri | Form Instanc
entifier cation e-specified ation ption e
1 Repesting
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11171186

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? [1

2. | Category:

3. | Concomitant Medications
Pre-specified:

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

5. | Dose: [1

6. | Dose Unit:

7. | Dose Frequency:

8. | Route:

9. | Start Date: I

10. | Ongoing?
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Header Text: c4591001

Visit: Logs

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

Subject No: 11171186

Generated By: (b) (4)

Form: RADIATION TREATMENT

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

# | Category | Treatment | dentifier

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

1

Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11171186

Generated By: (b) (4)

Form: RADIATION TREATMENT
Form Status: Not Started

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Back to Form

Radiation Treatment

1

Category:

2.

What is the treatment Identifier?

Concomitant Non-drug Treatment
Pre-specified:

Treatment:

[]

Start Date:

1

Ongoing?
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Visit: Logs

Site No: 1117

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

Subject No: 11171186
Generated By: (b) (4)

Form: TRANSFUSIONS

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

#

Transfusion Type

Date of Transfusion

Form Instance

Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11171186

Generated By: (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

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

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

Back to Form

1. | Transfusion Type:

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

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

Subject No: 11171186

Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

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 - Treatment

*** Confidential***

1. | Date of Completion/Discontinuation | Oct/26/2020
/Death :
2. | Phase of Disposition: VACCINATION
3. | Status: ADVERSE EVENT Comments
4. | Specify Status: []
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Header Text: c4591001

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

SiteNo: 1117

Subject No: 11171186

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

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

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

Date of Visit

1. | Dateof Visit Il

2. | Erroneous Visit
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Header Text: c4591001

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

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

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:

1

Vital Signs Details

2. || Record Identifier:

Temperature;

Unit:

Temperature Location:

*** Confidential***
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled
Form Version: 20-Feb-2021 02:14

Site No: 1117

Subject No: 11171186

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

1. | Lab Panel:

2. |Lab Sub-Pand:

3. | Collection Date: I

4. | Laboratory Name and Address [1
(Derived)

5. | Specimen Type:

Lab Result

6. Sponsor ID: []
Test:
Result:
Not Done:

Page 96 of 423

*** Confidential***
FDA-CBER-2021-5683-0796766




090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled Form: VACCINATION
Form Version: 10-Dec-2020 02:26 Form Status: Not Started
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Vaccination
1. | Wasthere atemporary delay of
vaccination?
2. | Treatment Name [1
3. | Formulation:
4. | Dose Date Time: I
5. | Anatomical Location:
6. |Body Side:
7. | Route:
8. | Actual Dose: []
9. | Unit:
10. | Timeframe Subject Was Observed
11. | Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

*** Confidential***
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Header Text: c4591001

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

Site No: 1117

Subject No: 11171186

Generated By: (b) (4)

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

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

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [
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Header Text: c4591001

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

Site No: 1117

Subject No: 11171186

Generated By: (b) (4)

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

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

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [

*** Confidential***
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Header Text: c4591001
Visit: V201 SURVEIL_CONSENT - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

Form Status: Not Started

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

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

Date of Visit
1. | Dateof Visit Il
2. | Erroneous Visit

Page 100 of 423

*** Confidential***
FDA-CBER-2021-5683-0796770




090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001
Visit: V201 _SURVEIL_CONSENT - Unscheduled Form: INFORMED CONSENT - ASYMPTOMATIC SURVEILLANCE

Form Version: 14-Jan-2021 02:29 Form Status: Not Started

Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---

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

Informed Consent - Asymptomatic Surveillance

1. | Consent Was:
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Header Text: c4591001
Visit: V201_SURVEIL_CONSENT - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Version: 22-Apr-2020 21:03
Site No: 1117

Subject No: 11171186

Generated By: (b) (4)

Form Status: Not Started

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

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

Electronic Sample Tracking

1

Data Origin

Sample Type

Sample Collected?

2
3.
4

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

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID
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Header Text: c4591001

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

Subject No: 11171186

Generated By: (b) (4)

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

Form Status: Not Started

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

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

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

*** Confidential***
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Header Text: c4591001

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

Subject No: 11171186

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Disposition - Follow-Up

1

Date of Completion/Discontinuation
/Death :

Phase of Disposition:

Status:

Specify Status:

[]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

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

Subject No: 11171186

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

*** Confidential***

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

Visit: Potential ReVax Initial Contact -
Unscheduled

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

Subject No: 11171186

Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status: Data Complete, Frozen

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

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

eCRF Audit Trail History

Further Vaccination Confirmation

1

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

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

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

Subject No: 11171186

Generated By: (b) (4)

Form: TREATMENT UNBLINDED

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

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

eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded :

Feb/1/2021

2. | Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION

*** Confidential***
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Header Text: c4591001

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

Subject No: 11171186

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 : 1
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Header Text: c4591001

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

Subject No: 11171186

Generated By: (b) (4)

Form: DEATH DETAILS CODED
Form Status. Not Started

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Death Details

1. | Date of Collection / Notification of
Death:

Cause of Death

2. || Cause of Death Status:

Cause of Death:

*** Confidential***
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Header Text: c4591001

Visit: V101_VAX3

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

Subject No: 11171186

Generated By: (b) (4)

Form: DATE OF VISIT

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

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

eCRF Audit Trail History

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

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1117

Subject No: 11171186

Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION
Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Feb/1/2021

*** Confidential***
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Header Text: c4591001

Visit: V101_VAX3

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

Subject No: 11171186

Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER VACCINATION
Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

eCRF Audit Trail History

Inclusion Criteria Not M et

la
Not Met

Description of Inclusion Criterion

Healthy participants, determined by medical history, physical examination (if
required), and clinical judgment of the investigator to be eligible for the study. Specific
criteriaapply for HIV/HCV/HBV

Exclusion CriteriaMet

2.a
Met

Description of Exclusion Criterion

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

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1117

Subject No: 11171186

Generated By: (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION
Form Status: Data Complete, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. | Date of Completion/Discontinuation
/Death :

Feb/1/2021

2. | Phase of Disposition:

REPEAT SCREENING 1

*** Confidential***

3. | Status: NO LONGER MEETSELIGIBILITY CRITERIA
4. | Specify Status: [INC3/EXC]]
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Header Text: c4591001

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

Site No: 1117
Subject No: 11171186
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 DISCONTINUED
2. | Subject Status Date Oct/26/2020

Page 114 of 423

*** Confidential***
FDA-CBER-2021-5683-0796784




090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

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

Subject No: 11171186

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 Here to Enable

*** Confidential***
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Audit Trail
Thisform requires signing by amember of each of the following signature groups:
e CRF _Sign
Name Signature Date Type Action
Meaning
(b) (6) Approved Mar-10-2021 10:41:54 (UTC-06:00) Central Time | BOOK Signed
(US & Canada)
Affidavit:

By my dated signature below, 1 (b) (6) , verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

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

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

Visit: V1 DAY1 VAX1 L

Form Version: 15-Sep-2020 21:53
SiteNo: 1117

Subject No: 11171186

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

(US & Canada)

Form | Oct-08-2020 16:33:41 (UTC-06:00) Central Time |(b) (4), (b) (6)

Not Applicable

*** Confidential***
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 15-Sep-2020 21:51
SiteNo: 1117

Subject No: 11171186

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

6.a |Dec-01-2020 11:10:43 (UTC-06:00) Central Time |(b) (4), (b) (6)

(US & Canada)

PER INVESTIGATOR, SUBJECT WILL NOT
RECIEVE INVESTIGATIONAL PRODUCT. NO
PREGNANCY TEST TO BE PERFORMED.
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 15-Sep-2020 21:51
SiteNo: 1117

Subject No: 11171186

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - 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

(US & Canada)

6.a |Dec-01-2020 11:10:43 (UTC-06:00) Central Time |(b) (4), (b) (6)

PER INVESTIGATOR, SUBJECT WILL NOT
RECIEVE INVESTIGATIONAL PRODUCT. NO
PREGNANCY TEST TO BE PERFORMED.

*** Confidential***
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 15-Sep-2020 21:51
SiteNo: 1117

Subject No: 11171186

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

6.a |Dec-01-2020 11:10:43 (UTC-06:00) Central Time |(b) (4), (b) (6)

(US & Canada)

PER INVESTIGATOR, SUBJECT WILL NOT
RECIEVE INVESTIGATIONAL PRODUCT. NO
PREGNANCY TEST TO BE PERFORMED.
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Header Text: c4591001

Visit: V2 VAX2 L

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

Subject No: 11171186

Generated By: (b) (4)

Form: 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

(US & Canada)

Form | Dec-01-2020 11:12:54 (UTC-06:00) Central Time |(b) (4), (b) (6)

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

PER INVESTIGATOR, PARTICIPANT WILL
NOT RECIEVE INVESTIGATIONAL
PRODUCT DUE TO NOT MEETING INC 3.
SUBJECT FOLLOWED FOR SAFETY ON THE
PROTOCOL VISIT SCHEDULE.

Not Done

*** Confidential***
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Header Text: c4591001

Visit: V2 VAX2 L Form: VACCINATION - Comments
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171186
Generated By: (b) (4)

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

Back to Form

Item

Date

User

Comment

1

Dec-01-2020 11:12:54 (UTC-06:00) Central Time
(US & Canada)

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

PER INVESTIGATOR, PARTICIPANT WILL
NOT RECIEVE INVESTIGATIONAL PRODUCT
DUE TONOT MEETING INC 3. SUBJECT
FOLLOWED FOR SAFETY ON THE
PROTOCOL VISIT SCHEDULE.

Not Done
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Subject No: 11171186
Generated By: (b) (4)

Header Text: c4591001

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

Visit: V2 VAX2 L Form: VACCINATION - Comments
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Back to Form

Item

Date

User

Comment

2

Dec-01-2020 11:12:54 (UTC-06:00) Central Time
(US & Canada)

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

PER INVESTIGATOR, PARTICIPANT WILL
NOT RECIEVE INVESTIGATIONAL PRODUCT
DUE TONOT MEETING INC 3. SUBJECT
FOLLOWED FOR SAFETY ON THE
PROTOCOL VISIT SCHEDULE.

Not Done

Page 123 of 423

*** Confidential***

FDA-CBER-2021-5683-0796793




090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

Visit: V2 VAX2 L Form: VACCINATION - Comments
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171186
Generated By: (b) (4)

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

Back to Form

Item

Date

User

Comment

3

Dec-01-2020 11:12:54 (UTC-06:00) Central Time
(US & Canada)

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

PER INVESTIGATOR, PARTICIPANT WILL
NOT RECIEVE INVESTIGATIONAL PRODUCT
DUE TONOT MEETING INC 3. SUBJECT
FOLLOWED FOR SAFETY ON THE
PROTOCOL VISIT SCHEDULE.

Not Done
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Subject No: 11171186
Generated By: (b) (4)

Header Text: c4591001

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

Visit: V2 VAX2 L Form: VACCINATION - Comments
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Back to Form

Item

Date

User

Comment

4

Dec-01-2020 11:12:54 (UTC-06:00) Central Time
(US & Canada)

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

PER INVESTIGATOR, PARTICIPANT WILL
NOT RECIEVE INVESTIGATIONAL PRODUCT
DUE TONOT MEETING INC 3. SUBJECT
FOLLOWED FOR SAFETY ON THE
PROTOCOL VISIT SCHEDULE.

Not Done
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Header Text: c4591001

Visit: V2 VAX2 L Form: VACCINATION - Comments
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171186
Generated By: (b) (4)

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

Back to Form

Item

Date

User

Comment

5

Dec-01-2020 11:12:54 (UTC-06:00) Central Time
(US & Canada)

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

PER INVESTIGATOR, PARTICIPANT WILL
NOT RECIEVE INVESTIGATIONAL PRODUCT
DUE TONOT MEETING INC 3. SUBJECT
FOLLOWED FOR SAFETY ON THE
PROTOCOL VISIT SCHEDULE.

Not Done
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Subject No: 11171186
Generated By: (b) (4)

Header Text: c4591001

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

Visit: V2 VAX2 L Form: VACCINATION - Comments
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Back to Form

Item

Date

User

Comment

6

Dec-01-2020 11:12:54 (UTC-06:00) Central Time
(US & Canada)

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

PER INVESTIGATOR, PARTICIPANT WILL
NOT RECIEVE INVESTIGATIONAL PRODUCT
DUE TONOT MEETING INC 3. SUBJECT
FOLLOWED FOR SAFETY ON THE
PROTOCOL VISIT SCHEDULE.

Not Done
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Header Text: c4591001

Visit: V2 VAX2 L Form: VACCINATION - Comments
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171186
Generated By: (b) (4)

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

Back to Form

Item

Date

User

Comment

7

Dec-01-2020 11:12:54 (UTC-06:00) Central Time
(US & Canada)

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

PER INVESTIGATOR, PARTICIPANT WILL
NOT RECIEVE INVESTIGATIONAL PRODUCT
DUE TONOT MEETING INC 3. SUBJECT
FOLLOWED FOR SAFETY ON THE
PROTOCOL VISIT SCHEDULE.

Not Done
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Subject No: 11171186
Generated By: (b) (4)

Header Text: c4591001

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

Visit: V2 VAX2 L Form: VACCINATION - Comments
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Back to Form

Item

Date

User

Comment

8

Dec-01-2020 11:12:54 (UTC-06:00) Central Time
(US & Canada)

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

PER INVESTIGATOR, PARTICIPANT WILL
NOT RECIEVE INVESTIGATIONAL PRODUCT
DUE TONOT MEETING INC 3. SUBJECT
FOLLOWED FOR SAFETY ON THE
PROTOCOL VISIT SCHEDULE.

Not Done
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Header Text: c4591001

Visit: V2 VAX2 L Form: VACCINATION - Comments
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171186
Generated By: (b) (4)

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

Back to Form

Item

Date

User

Comment

9

Dec-01-2020 11:12:54 (UTC-06:00) Central Time
(US & Canada)

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

PER INVESTIGATOR, PARTICIPANT WILL
NOT RECIEVE INVESTIGATIONAL PRODUCT
DUE TONOT MEETING INC 3. SUBJECT
FOLLOWED FOR SAFETY ON THE
PROTOCOL VISIT SCHEDULE.

Not Done
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Header Text: c4591001

Visit: V2 VAX2 L

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

Subject No: 11171186

Generated By: (b) (4)

Form: 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

10

Dec-01-2020 11:12:54 (UTC-06:00) Central Time
(US & Canada)

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

PER INVESTIGATOR, PARTICIPANT WILL
NOT RECIEVE INVESTIGATIONAL PRODUCT
DUE TONOT MEETING INC 3. SUBJECT
FOLLOWED FOR SAFETY ON THE
PROTOCOL VISIT SCHEDULE.

Not Done
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Header Text: c4591001

Visit: V2 VAX2 L

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

Subject No: 11171186

Generated By: (b) (4)

Form: 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

11

Dec-01-2020 11:12:54 (UTC-06:00) Central Time
(US & Canada)

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

PER INVESTIGATOR, PARTICIPANT WILL
NOT RECIEVE INVESTIGATIONAL PRODUCT
DUE TONOT MEETING INC 3. SUBJECT
FOLLOWED FOR SAFETY ON THE
PROTOCOL VISIT SCHEDULE.

Not Done
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Header Text: c4591001

Dec/14/2020

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

Subject No: 11171186
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form: MICROBIOLOGY SPECIMEN - Comments

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

Subject Initials: ---

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

Back to Form

Item | Date

User

Comment

(US & Canada)

Form | Dec-31-2020 17:39:11 (UTC-06:00) Central Time |(b) (4), (b) (6)

Not Done

*** Confidential***
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Header Text: c4591001

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

Visit:

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

Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

Back to Form

Item | Date User Comment
1 Dec-31-2020 17:39:11 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done
(US & Canada)
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Header Text: c4591001
Visit:

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

Dec/14/2020

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

Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

Back to Form

*** Confidential***

Item | Date User Comment
2 Dec-31-2020 17:39:11 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done
(US & Canada)
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Header Text: c4591001

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

Visit:

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

Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

Back to Form

Item | Date User Comment
3 Dec-31-2020 17:39:11 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done
(US & Canada)
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Header Text: c4591001
Visit:

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

Dec/14/2020

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

Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

Back to Form

*** Confidential***

Item | Date User Comment
4 Dec-31-2020 17:39:11 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done
(US & Canada)
Page 137 of 423

FDA-CBER-2021-5683-0796807




090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

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

Visit:

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

Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

Back to Form

Item | Date User Comment
5 Dec-31-2020 17:39:11 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done
(US & Canada)
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Header Text: c4591001
Visit:

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

Dec/14/2020

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

Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

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

Back to Form

*** Confidential***

Item | Date User Comment
6 Dec-31-2020 17:39:11 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done
(US & Canada) (b) (4), (b) (6)
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Header Text: c4591001

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

Visit:

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

Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

Back to Form

Item | Date User Comment
7 Dec-31-2020 17:39:11 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done
(US & Canada)
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Header Text: c4591001
Visit:

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

Dec/14/2020

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

Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

Back to Form

*** Confidential***

Item | Date User Comment
8 Dec-31-2020 17:39:11 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done
(US & Canada)
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Header Text: c4591001

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

Visit:

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

Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

Back to Form

Item | Date User Comment
9 Dec-31-2020 17:39:11 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Done
(US & Canada)
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Subject No: 11171186
Generated By: (b) (4)

Header Text: c4591001

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

Visit: POT_COVID_ILL 1 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Back to Form

*** Confidential***

Item | Date User Comment
3 Dec-31-2020 17:41:02 (UTC-06:00) Central Time |(b) (4), (b) (6) SEE SWAB PFE-PARTICIPANT DID NOT
(US & Canada) SUBMIT SPECIMEN. SITE COLLECTED WHEN
PARTICIPANT ONSITE FOR VISIT 3.
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*** Confidential***

Item | Date User Comment
2.a |Dec-31-2020 17:43:29 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments
Dec/14/2020

090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Item | Date User Comment
Form | Dec-31-2020 17:43:48 (UTC-06:00) Central Time |(b) (4), (b) Not Done

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

POT_COVID_ILL 1 - Unscheduled Visit on Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments

Dec/14/2020

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

Subject No: 11171186

Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

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

Back to Form

*** Confidential***

Item | Date User Comment
1 Dec-31-2020 17:43:48 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments

Dec/14/2020

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

Subject No: 11171186

Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

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

Back to Form

Item | Date User Comment
2.a |Dec-31-2020 17:43:48 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: OXYGENATION PARAMETERS - Comments

Dec/14/2020
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Item | Date User Comment
Form | Dec-31-2020 17:44:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done

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

POT_COVID_ILL 1- Unscheduled Visit on  Form: OXY GENATION PARAMETERS - Comments
Dec/14/2020

Visit:

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

Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

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

Back to Form

Item | Date User Comment
1 Dec-31-2020 17:44:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
Page 244 of 423
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Header Text: c4591001
Visit:

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

Dec/14/2020

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

Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

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

Back to Form

*** Confidential***

Item | Date User Comment
2 Dec-31-2020 17:44:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

POT_COVID_ILL 1- Unscheduled Visit on  Form: OXY GENATION PARAMETERS - Comments
Dec/14/2020

Visit:

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

Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

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

Back to Form

Item | Date User Comment
3 Dec-31-2020 17:44:07 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Dec/14/2020
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Item | Date User Comment
Form | Dec-31-2020 17:44:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done

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

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments
Dec/14/2020

Form Version: 06-Jul-2020 21:55

SiteNo: 1117
Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

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

Back to Form

Item | Date User Comment
1 Dec-31-2020 17:44:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments
Dec/14/2020

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

Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

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

Back to Form

*** Confidential***

Item | Date User Comment
2 Dec-31-2020 17:44:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments
Dec/14/2020

Form Version: 06-Jul-2020 21:55

SiteNo: 1117
Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

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

Back to Form

Item | Date User Comment
3 Dec-31-2020 17:44:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments
Dec/14/2020

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

Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

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

Back to Form

*** Confidential***

Item | Date User Comment
4 Dec-31-2020 17:44:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments
Dec/14/2020

Form Version: 06-Jul-2020 21:55

SiteNo: 1117
Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

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

Back to Form

Item | Date User Comment
5 Dec-31-2020 17:44:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments
Dec/14/2020

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

Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

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

Back to Form

*** Confidential***

Item | Date User Comment
6 Dec-31-2020 17:44:24 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: IMAGING - Comments

090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Dec/14/2020
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Item | Date User Comment
Form | Dec-31-2020 17:44:39 (UTC-06:00) Central Time |(b) (4), (b) Not Done

(US & Canada) (6)
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Subject No: 11171186
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: IMAGING - Comments
Dec/14/2020

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

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

Back to Form

*** Confidential***

Item | Date User Comment
1 Dec-31-2020 17:44:39 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

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

Visit:

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

Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

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

Back to Form

Item | Date User Comment
2 Dec-31-2020 17:44:39 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Subject No: 11171186
Generated By: (b) (4)

Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: IMAGING - Comments
Dec/14/2020

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

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

Back to Form

*** Confidential***

Item | Date User Comment
3 Dec-31-2020 17:44:39 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

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

Visit:

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

Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

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

Back to Form

Item | Date User Comment
4 Dec-31-2020 17:44:39 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Comments

Form Status. Data Complete, Deleted

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date

User

Comment

(US & Canada)

5 | Dec-11-2020 18:39:02 (UTC-06:00) Central Time |(b) (4); (b)

(6)

INTERVIEW WITH PARTICIPANT,
DEPRESSION WAS NOT WORSENING. PER
INVESTIGATOR, WORSENING DEPRESSION
WASNOT A CORRECT ASSESSMENT.
DEPRESSION ALREADY PART OF MEDICAL
HISTORY.

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Comments
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Deleted
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171186
Generated By: (b) (4)

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

Back to Form

Item | Date User Comment
3 Nov-06-2020 12:57:11 (UTC-06:00) Central Time |(b) (4), (b) PER DISCUSSION WITH INVESTIGATOR,
(US & Canada) (6) THISISTHE MOST ACCURATE DESCRIPTION
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Subject No: 11171186
Generated By: (b) (4)

Header Text: c4591001

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

Visit: End of Treatment Form: DISPOSITION - TREATMENT - Comments
Form Version: 15-Sep-2020 2155 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Back to Form

*** Confidential***

Item | Date User Comment
3 Dec-03-2020 18:00:34 (UTC-06:00) Central Time |(b) (4), (b) SAE EVENT, INVESTIGATOR DETERMINED
(US & Canada) (6) SUBJECT NO LONGER MEETS CRITERIA FOR
INCLUSION
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Header Text: c4591001

Visgit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

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

Subject No: 11171186 Subject Initials: ---

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

Back to Form

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

e CRF_Sign
Name Signature Date Type Action
Meaning
(b) (6) Approved Mar-10-2021 10:41:54 (UTC-06:00) Central Time | BOOK Signed
(US & Canada)
Affidavit:

By my dated signature below, 1, (b) (6) , verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

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

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

(b) () N/A Dec-01-2020 11:08:44 (UTC-06:00) Central Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-17-2020 18:15:35 (UTC-06:00) Central Time | BOOK Signed

(US & Canada)

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

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

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

Subject No: 11171186
Generated By: (b) (4)

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research

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

Back to Form

| 1. Select appropriate response - Protocol version

| Date L ocation User Value Reason
Oct-08-2020 16:32:42 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, 08 SEP 2020

(US & Canada)

(b) (6)

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

| Date L ocation User Value Reason
Oct-08-2020 16:32:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, STAGE 3 COHORTS
(US & Canada) (0) 6)
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Header Text: c4591001

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

Subject No: 11171186

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
Oct-08-2020 16:32:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (O OBTAINED
(US & Canada) (0) (6) Date Written Consent Obtained
Oct/6/2020
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Site No: 1117
Subject No: 11171186
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

Back to Form

*** Confidential***

1. Subject ID

Date Location User Value Reason

Nov-04-2020 02:57:37 | ACVOPFEINFPG000 |(b) (4), Query 4: Closed event downgraded in SDB

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

Time (US & Canada)

Nov-04-2020 02:57:37 | ACVOPFEINFPG000 |(b) (4), Query 3: Closed event downgraded in SDB

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

Time (US & Canada)

Nov-04-2020 02:57:37 ACVOPFEINFPG000 |(b) (4), Query 2: Closed event downgraded in SDB

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

Time (US & Canada)

Nov-03-2020 17:41:23 | ACVOPFEINFP6000 |(b) Query 4: Answered PER INVESTIGATOR,

(UTC-06:00) Central 4), ONLY DEPRESSION W/

Time (US & Canada) (b) (6) SUICIDAL IDEATION IS
THE ONLY SAE. ALL
OTHER DIAGNOSIS
ARE SECONDARY AND
ARE NOT SERIOUS
ADVERSE EVENTS.

Nov-03-2020 17:41:15 | ACVOPFEINFP6000 |(b) Query 3: Answered PER INVESTIGATOR,

(UTC-06:00) Central 4), ONLY DEPRESSION W/

Time (US & Canada) (b) (6) SUICIDAL IDEATION IS
THE ONLY SAE. ALL
OTHER DIAGNOSIS
ARE SECONDARY AND
ARE NOT SERIOUS
ADVERSE EVENTS.

Nov-03-2020 17:41:05 | ACVOPFEINFPS000 |(b) Query 2: Answered PER INVESTIGATOR,

(UTC-06:00) Central 4, ONLY DEPRESSION W/

Time (US & Canada) ) 6) SUICIDAL IDEATION IS
THE ONLY SAE. ALL
OTHER DIAGNOSIS
ARE SECONDARY AND
ARE NOT SERIOUS
ADVERSE EVENTS.

Nov-03-2020 06:54:11 ACVOPFEINFPG000 |(b) (4), Query 1: Closed Response satisfies query

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

Time (US & Canada)

Nov-03-2020 06:54:01 | ACVOPFEINFPG000 |(b) (4), Query 3: Reissued:Opened SAE RECON 1:BILLOUS

(UTC-06:00) Central (b) (6) Vomiting vent added in AE

Time (US & Canada) CRF however, seriousness
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Header Text: c4591001

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

Site No: 1117
Subject No: 11171186
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

was recorded as NON
SERIOUS. In safety
database event was
reported as serious. Please
confirm correct
seriousness.If safety update
isrequired, submit a
follow-up SAE Form.

Nov-03-2020 06:53:12 ACVOPFEINFPGE000 |(b) (4), Query 4: Reissued:Opened SAE RECON 1: Event

(UTC-06:00) Centra (b) (6) added in AE CRF however,

Time (US & Canada) seriousness was recorded
as NON SERIOUS. In
safety database event was
reported as serious. Please
confirm correct
seriousness.If safety update
isrequired, submit a
follow-up SAE Form.

Nov-03-2020 06:52:59 ACVOPFEINFP6000 |(b) (4), Query 2: Reissued:Opened SAE RECON 1: Event

(UTC-06:00) Centra (b) (6) added in AE CRF however,

Time (US & Canada) seriousness was recorded
as NON SERIOUS. In
safety database event was
reported as serious. Please
confirm correct
seriousness.|f safety update
isrequired, submit a
follow-up SAE Form.

Nov-02-2020 13:51:27 ACVOPFEINFP6000 |(b) Query 4: Answered Changed data per query

(UTC-06:00) Central (4),

Time (US & Canada) (b) (6)

Nov-02-2020 13:44:43 ACVOPFEINFP6000 | (b) Query 3: Answered Changed data per query

(UTC-06:00) Central @),

Time (US & Canada) ®)©

Nov-02-2020 13:44:27 ACVOPFEINFP6000 |(b) Query 2: Answered Changed data per query

(UTC-06:00) Central (4),

Time (US & Canada) (b) (6)

Nov-02-2020 13:44:05 ACVOPFEINFP6000 |(b) Query 1: Answered Changed data per query

(UTC-06:00) Central 4,

Time (US & Canada) (b) (6)

Nov-01-2020 08:26:16 ACVOPFEINFP6000 |(b) (4), Query 4: Opened SAE

(UTC-06:00) Central (b) (6) RECON:AER#2020415388

Time (US & Canada) abdominal pain(onset
date:260ct2020)was
reported as seriousin
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Safety database but missing
in AE CRF. Please confirm
and update CRF. If safety
update is required, submit a
follow-up SAE Form.

Nov-01-2020 08:25:35
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), Query 3: Opened

(b) (6)

SAE
RECON:AER#2020415388
Bilious vomiting w/
nausea(onset
date:260ct2020)was
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-01-2020 08:25:15
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFPG000

(b) (4), Query 2: Opened

(b) (6)

SAE
RECON:AER#2020415388
Acute gastritisw/o
hemorrhage(onset
date:260ct2020)was
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-01-2020 08:24:32
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), Query 1: Opened

(b) (6)

SAE
RECON:AER#2020415388
depression with suicidal
ideation (onset
date:260ct2020)was
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.

Oct-08-2020 16:32:34
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto calc
(autocalc)

Data Entry:
11171186

Item copied from previous
form

2. Birth Date:

Date

‘ L ocation

‘ User |Value

| Reason

Oct-08-2020 16:32:29

ACVOPFEINFPG000 ‘auto cac

Data Entry:

Enrollment Entry
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(UTC-06:00) Central Time (autocalc) |(b) (6)/1990
(US & Canada)
3. Sex:
Date L ocation User Value Reason
Oct-08-2020 16:33:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, FEMALE
(US & Canada) (0) (6)

| 4. Ethnicity:

| Date L ocation User Value Reason
Oct-08-2020 16:33:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NOT HISPANIC OR LATINO(A) O
(US & Canada) (©) 6) R OF SPANISH ORIGIN

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

| Date L ocation User Value Reason
Oct-08-2020 16:33:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

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

(),
(b) (6)

BLACK OR AFRICAN AMERICAN
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Back to Form

| 1. Date of Visit

| Date L ocation User Value Reason
Oct-08-2020 16:33:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, QOct/6/2020
(US & Canada) (b) (6)
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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

1. Date of Completion/Discontinuation/Death

Date L ocation User Value Reason
Oct-08-2020 16:34:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (O Oct/6/2020
(US & Canada) (0) (6)

| 2. Phase of Disposition:

| Date Location | User | Value Reason
Oct-08-2020 16:34:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SCREENING
(US & Canada)

| 3. Status:

| Date Location User Value Reason
Oct-08-2020 16:34:05 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, COMPLETED
(US & Canada) (0) (6)
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Back to Form

la
Date L ocation User Value Reason
Oct-08-2020 16:34:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number 1
(US & Canada) :
Medical History T ALLERGY, NIC
erm: KEL
Start Date: UNK/UNK/1995
Ongoing: YES
| l.aLine/MH Number:
| Date Location | User | Value Reason
Oct-08-2020 16:34:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |1
(US & Canada)
| 1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
| Date L ocation User Value Reason
Oct-08-2020 16:34:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, ALLERGY, NICKEL
(US & Canada) (0) (6)
1.a Start Date:
Date L ocation User Value Reason
Oct-08-2020 16:34:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, UNK/UNK/1995
(US & Canada) (b) (6)
| 1.a Ongoing:
| Date L ocation User Value Reason
Oct-08-2020 16:34:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time 4), YES
(US & Canada) (0) 6)
|1
| Date Location | User | Value Reason
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|l.b Line/MH Number:

| Date L ocation | User | Value Reason
Oct-08-2020 16:34:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) |2
(US & Canada)
| 1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
| Date L ocation User Value Reason
Nov-02-2020 15:38:44 ACVOPFEINFP6000 | Giselle Castillo Query 2: Closed Appreciate the
(UTC-06:00) Central (b) (4) prompt response.
Time (US & Canada) Thank you.
Nov-02-2020 15:38:44 ACVOPFEINFP6000 | Giselle Castillo Query 1: Closed Appreciate the
(UTC-06:00) Centra (b) (4) prompt response.
Time (US & Canada) Thank you.
Nov-02-2020 13:43:06 ACVOPFEINFPG000 |(b) (4), (b) Query 2: Answered Changed data per
(UTC-06:00) Centra (6) query
Time (US & Canada)
Nov-02-2020 13:42:48 ACVOPFEINFPG000 |(b) (4), (b) Query 1: Answered Changed data per
(UTC-06:00) Central (6) query
Time (US & Canada)
Oct-28-2020 17:42:28 ACVOPFEINFP6000 | Giselle Castillo | Query 2: Opened The AER
(UTC-06:00) Central (b) (4) #2020415388 has
Time (US & Canada) been reported to
safety with the
verbatim term
"Adverse event”.
However, still not
recorded on CRF.
Kindly review CRF
CG section 8.50.2.
and update/revise AE
log with event term
accordingly.
Oct-27-2020 12:14:24 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened The case narrative in
(UTC-06:00) Centra (6) SDB reflects that
Time (US & Canada) "the subject has
struggled with
anxiety for the past
two years and had
been hospitalized
before." No Med Hx
of psychiatric
disorders has been
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recorded on CRF.
Please update
accordingly. Thank
you.
Oct-27-2020 11:53:41 ACVOPFEINFP6000 | Giselle Castillo Query 1: Candidate The case narrative in
(UTC-06:00) Central (b) (4) SDB reflects that
Time (US & Canada) "the subject has
struggled with
anxiety for the past
two years and had
been hospitalized
before." No Med Hx
of psychiatric
disorders has been
recorded on CRF.
Please update
accordingly. Thank
you.

Oct-08-2020 16:34:56 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Centra (6) VISION IMPAIRMENT, BILATE

Time (US & Canada) RAL

| 1.b Start Date:

| Date L ocation User Value Reason
Oct-08-2020 16:34:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time @, UNK/UNK/1990
(US & Canada) ®)®)

’ 1.b Ongoing:

’ Date L ocation User Value Reason
Oct-08-2020 16:34:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF YES
(US & Canada) (0) (6)

| 1lc

|Date L ocation |User |Value Reason
Nov-02-2020 13:07:06 ACVOPFEINFP6000 [autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | Ling/MH Number: 3
(US& Canada) Medical History Ter DEPRESSION

m:
Start Date: UNK/UNK/20
16
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‘ ‘ ‘ ‘ Ongoing: YES ‘

| 1.cLine/MH Number:

|Date |Loca1ion |User |Value |Reason
Nov-02-2020 13:07:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |3
(US & Canada)

| 1.c Disease/Syndrome/Surgery/Non-Drug AllergiesDrug Allergies:

| Date Location User Value Reason
Nov-02-2020 13:07:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), DEPRESSION
(US & Canada) o)

| 1.c Start Date:

| Date Location User Value Reason
Nov-02-2020 13:07:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), UNK/UNK/2016
(US & Canada) () (6)

’ 1.c Ongoing:

’ Date L ocation User Value Reason
Nov-02-2020 13:07:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (4), YES
(US & Canada) () (6)

|1

|Date L ocation |User |Value Reason
Nov-02-2020 13:08:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number: 4

ical History Ter
(US & Canada) Medical History Ter ANXIETY
m:
Start Date: UNK/UNK/20
19
Ongoing: YES
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|l.d Line/MH Number:

|Date L ocation |User |Value Reason

Nov-02-2020 13:08:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) (4

(US & Canada)

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

| Date L ocation User Value Reason

Nov-04-2020 08:48:17 ACVOPFEINFP6000 | Svitlana Query 1: Closed Closed based on site's

(UTC-06:00) Central Time Tonkovyd response. PD needs to

(US & Canada) (b) (4) be registered.

Nov-03-2020 17:35:51 ACVOPFEINFP6000 |(b) (4), (b) |Query 1: Answered PER

(UTC-06:00) Central Time (6) INVESTIGATOR

(US & Canada) SUBJECT
PRESENTED AS
COMPENTENT AND
STABLE AT
SCREENING.
MEDICAL HISTORY
NOT DISCLOSED
BY SUBJECT.
MEDICAL HISTORY
WAS DISCOVERED
AFTER SAE FILING
AND MEDICAL
RECORDS WERE
REVIEWED.

Nov-03-2020 09:37:59 ACVOPFEINFP6000 | Svitlana Query 1: Opened GPD Clin: The subject

(UTC-06:00) Central Time Tonkovyd presents at screening

(US & Canada) (b) (4) with ongoing
depression and anxiety
which started in 2019.
Please confirm subject
meets eligibility per
exclusion criteria 1;
else, document
deviation on I/E CRF
and report deviation as
applicable. Thanks

Nov-02-2020 13:08:01 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-06:00) Centra Time (6) ANXIETY

(US & Canada)

1.d Start Date:
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| Date L ocation User Value Reason
Nov-02-2020 13:08:01 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time 4. UNK/UNK/2019
(US & Canada) o
| 1.d Ongoing:
| Date Location User Value Reason
Nov-02-2020 13:08:01 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), YES
(US & Canada) () (6)
[1e
’Date L ocation |User ‘Value Reason
Nov-02-2020 13:12:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Nu 5
(US & Canada) mber:

Medical Hist SUICIDAL IDEATIO

ory Teem: N W/ ATTEMPT

Start Date:  Mar/15/2019

Ongoing: NO

End Date:
Mar/15/2019
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| 1.eLine/MH Number:

|Date L ocation |User |Value Reason
Nov-02-2020 13:12:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |5
(US & Canada)

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

| Date Location User Value Reason
Nov-02-2020 13:12:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), SUICIDAL IDEATION W/ ATTEMP
(US & Canada) () 6) T

’ 1.e Start Date:

’ Date L ocation User Value Reason
Nov-02-2020 13:12:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Mar/15/2019
(US & Canada) () (6)

| 1.e Ongoing:

| Date L ocation User Value Reason
Nov-02-2020 13:12:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) () (6) End Date:

Mar/15/2019

1f

|Date L ocation |User |Value Reason
Nov-02-2020 13:12:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/lMH Nu 6
(US & Canada) mber:

Medical Hist SUICIDAL IDEATIO
ory Teem: N W/ ATTEMPT
Start Date:  Dec/24/2019
Ongoing: NO
End Date:
Dec/24/2019
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| 1.f Line/MH Number:

|Date L ocation |User |Value Reason
Nov-02-2020 13:12:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |6
(US & Canada)

| 1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

| Date Location User Value Reason
Nov-16-2020 18:21:48 ACVOPFEINFPE000 |Giselle Query 2: Closed Response satisfies
(UTC-06:00) Central Time Castillo query
(US & Canada) (b) (4)
Nov-16-2020 16:49:15 ACVOPFEINFPG000 |(b) (4), (b) |Query 2: Answered All MEDICAL

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

(6) HISTORY WAS
ACQUIRED AFTER
SCREENING VISIT
FROM MEDICAL
RECORD REVIEW.
PER
INVESTIGATOR,
PARTICIPANT
PRESENTED
HEALTHY AND
STABLE AT
SCREENING. AFTER
SAE EVENT AND
MEDICAL
RECORDS REVIEW,
PARTICIPANT IS
BEING FOLLOWED

*** Confidential***

FOR SAFETY.
Nov-13-2020 15:54:54 ACVOPFEINFP6000 |Giselle Query 2: Opened This subject has a
(UTC-06:00) Central Time Cadtillo history of two prior
(US & Canada) (b) (4) suicide attemptsiin
2019, depression.
Please re-assess
eligibility against
Inclusion #3 and
Exclusion #1. Thank
you.
Nov-04-2020 08:49:45 ACVOPFEINFP6000 | Svitlana Query 1: Closed Closed based on site's
(UTC-06:00) Central Time Tonkovyd response. PD needs to
(US & Canada) (b) (4) be registered.
Nov-03-2020 17:35:43 ACVOPFEINFPG000 |(b) (4), (b) |Query 1: Answered PER INVESTIGATOR
(UTC-06:00) Central Time (6) SUBJECT
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(US & Canada)

PRESENTED AS
COMPENTENT AND
STABLE AT
SCREENING.
MEDICAL HISTORY
NOT DISCLOSED
BY SUBJECT.
MEDICAL HISTORY
WAS DISCOVERED
AFTER SAE FILING

AND MEDICAL
RECORDS WERE
REVIEWED.
Nov-03-2020 09:35:48 ACVOPFEINFP6000 | Svitlana Query 1: Opened GPD Clin: The subject
(UTC-06:00) Central Time Tonkovyd presented with 2
(US & Canada) (b) 4 SUICIDAL
IDEATION attempts
in 2019. Please
confirm subject meets
eligibility per
exclusion criteria 1;
else, document
deviation on I/E CRF
and report deviation as
applicable. Thanks
Nov-02-2020 13:12:58 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) SUICIDAL IDEATION W/ ATTE
(US & Canada) MPT
| 1.f Start Date:
| Date L ocation User Value Reason
Nov-02-2020 13:12:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Dec/24/2019
(US & Canada) () 6)
| 1.f Ongoing:
| Date L ocation User Value Reason
Nov-02-2020 13:12:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), NO
(US & Canada) () (6) End Date:
Dec/24/2019
19
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Header Text: c4591001

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

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

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

Subject No: 11171186 Subject Initials: ---

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

Date L ocation User Value Reason
Nov-02-2020 13:41:42 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time ), LingMHN Z (DELETED)

(US & Canada) ®) ©® umber:

Medical His SUCIDALIDEATIO
tory Term: NW/LATTEMPT

Start Date:  Oct/19/2020
Ongoing:  NO

End Date:
Oct/26/2020
Nov-02-2020 13:13:54 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) LineMHN 7

(US & Canada) umber:

Medical His SUICIDAL IDEATIO
tory Term: N W/ATTEMPT

Start Date:  Oct/19/2020
Ongoing: NO

End Date:
Oct/26/2020
| 1.gLine/MH Number:
| Date L ocation User Value Reason
Nov-02-2020 13:41:42 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time ), ¥ (DELETED)
(US & Canada) (0) 6)
Nov-02-2020 13:13:54 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) 7
(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: 11171186
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Subject Initials: ---

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

Back to Form

| 1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

| Date L ocation User Value Reason
Nov-02-2020 13:41:42 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time ), SHSHBALHBEAHONW/ATFEM | (DELETED)
(US & Canada) (b) (6) PF
Nov-02-2020 13:13:54 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Centra Time 4), SUICIDAL IDEATION W/ ATTEM
(US & Canada) ) 6) PT
| 1.g Start Date:
| Date L ocation User Value Reason
Nov-03-2020 03:15:09 ACVOPFEINFPG000 |(b) (4), (b) Query 2: Closed MH deleted.
(UTC-06:00) Central Time (6)
(US & Canada)
Nov-03-2020 03:15:09 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed MH deleted.
(UTC-06:00) Central Time (6)
(US & Canada)
Nov-02-2020 13:43:44 ACVOPFEINFPG000 |(b) (4), (b) Query 2: Answered Changed data per
(UTC-06:00) Central Time (6) query
(US & Canada)
Nov-02-2020 13:41:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed Information
(UTC-06:00) Central Time (6) OetH19/2020 (DELETED)
(US & Canada)
Nov-02-2020 13:41:42 ACVOPFEINFPE000 | auto query Query 2: Opened Start Date is after or
(UTC-06:00) Central Time (autoquery) equal to thefirst
(US & Canada) vaccination date
06/0ct/2020. Please
review and update as
appropriate.
Nov-02-2020 13:14:10 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered Original vaueis
(UTC-06:00) Central Time (6) correct
(US & Canada)
Nov-02-2020 13:13:54 ACVOPFEINFP6000 | auto query Query 1: Opened Start Date is after or
(UTC-06:00) Central Time (autoquery) equal to thefirst
(US & Canada) vaccination date
06/0ct/2020. Please
review and update as
appropriate.
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Nov-02-2020 13:13:54 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (6) Oct/19/2020
(US & Canada)
1.9 Ongoing:
Date L ocation User Value Reason
Nov-02-2020 13:41:42 ACVOPFEINFP6000 | (b) Data Entry: Changed Information
(UTC-06:00) Central Time ), NO (DELETED)
(US & Canada) ) 6) End-Date:
Oet26/2020
Nov-02-2020 13:13:54 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central Time 4), NO
(US & Canada) () (6) End Date:
Oct/26/2020
| 1h
| Date L ocation User Value Reason
Nov-03-2020 17:19:12 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time ), LineMH Numbe 8
(US & Canada) (0) (6) r
Medical History CANNABISAB
Term: USE
Start Date: UNK/UNK/201
9
Ongoing: YES
Nov-02-2020 13:40:19 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time 4, Line/MH 8
(US & Canada) ® ©) Number:

Medical CANNABIS ABUSE W/
History CANNABISHYPEREM
Term: ESISSYNDROME

Start Dat UNK/UNK/2019

€

Ongoing: YES
Nov-02-2020 13:31:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Line/MH 8
(US& Canada) RS Number:

Medical CANNABISABUSE W/

History CANNABISHYPEREM

Term: ESISSYNDROME
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Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status. Data Complete, Locked, Frozen, Verified

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

Subject No: 11171186 Subject Initials: ---

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

Start Dat Mar/15/2019

e
Ongoing: YES
Nov-02-2020 13:14:52 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) LineMH 8
(US & Canada) Number:

Medical CANNABIS ABUSE W/
History CANNABISHYPEREM
Term: ESISSYNDROME

Start Dat
e

Ongoing:
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 11171186

Generated By: (b) (4)

Subject Initials: ---

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

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

| 1.h Line/MH Number:

|Date L ocation |User |Value Reason
Nov-02-2020 13:14:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |8
(US & Canada)
| 1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
| Date L ocation User Value Reason
Nov-04-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Closed | Discrepancy has
05:23:51 Oracle been closed.
(UTC-06:00) (b) (4
Central Time (US
& Canada)
Nov-03-2020 ACVOPFEINFP6000 auto query Query 1: Answer | Changed
17:19:12 (autoquery) ed Information
(UTC-06:00)
Central Time (US
& Canada)
Nov-03-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: Changed
17:19:12 (6) CANNABISAB | Information
(UTC-06:00) USE
Central Time (US
& Canada)
Nov-02-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Opened | Multiple concepts
18:12:12 Oracle in the term
(UTC-06:00) (b) (4) CANNABIS
Central Time (US ABUSE W/
& Canada) CANNABIS
HYPEREMESIS
SYNDROME.
Split the term into
CANNABIS
ABUSE and
CANNABINOID
HYPEREMESIS
SYNDROME and
submit separately.
Thank you.
Nov-02-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: Initial Entry
13:14:52 (6) CANNABISAB
(UTC-06:00) USE W/ CANNA
Central Time (US BISHYPEREM
& Canada) ESIS SYNDRO
ME
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

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

| 1.h Start Date:
| Date L ocation User Value Reason
Nov-02-2020 13:40:19 ACVOPFEINFPE000 |(b) (4). Data Entry: Changed Information
(UTC-06:00) Central Time ®) ) UNK/UNK/2019
(US & Canada)
Nov-02-2020 13:31:19 ACVOPFEINFPE000 |(b) (4). Data Entry: Initial Entry
(UTC-06:00) Central Time ) (6) Mar/15/2019
(US & Canada)
1.h Ongoing:
Date L ocation User Value Reason
Nov-02-2020 13:31:19 ACVOPFEINFP6000 |(b) (4). Data Entry: Initial Entry
(UTC-06:00) Central Time ®® YES
(US & Canada)
1
| Date L ocation User Value Reason
Nov-02-2020 13:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time ®® Line/MH Nu 9
(US & Canada) mber:
Medical Hist VENOUS THROMB
ory Teem:  OSISEMBOLISM
Start Date:  UNK/UNK/2019
Ongoing: YES
Nov-02-2020 13:15:18 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Line/MH Nu 9
(US & Canada) mber:
Medical Hist VENOUS THROMB
ory Term:  OSISEMBOLISM
Start Date:
Ongoing:
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status. Data Complete, Locked, Frozen, Verified

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

Subject No: 11171186 Subject Initials: ---

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

| 1.i Line/MH Number:

|Date L ocation |User |Value Reason
Nov-02-2020 13:15:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |9

(US & Canada)

| 1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

| Date Location User Value Reason
Nov-02-2020 13:15:18 ACVOPFEINFP6000 |(b) (4). Data Entry: Initial Entry
(UTC-06:00) Central Time ®) (6) VENOUS THROMBOSISEMBOL|
(US & Canada) SM

’ 1.i Start Date:

’ Date L ocation User Value Reason
Nov-02-2020 13:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time ®) (6) UNK/UNK/2019
(US & Canada)

| 1.i Ongoing:

| Date L ocation User Value Reason
Nov-02-2020 13:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time ®® YES
(US & Canada)

| 1]

| Date L ocation User Value Reason
Nov-02-2020 13:40:44 ACVOPFEINFP6000 |(b) (4). Data Entry: Initial Entry
(UTC-06:00) Central Time ®® LineMH Number: 10
(US & Canada) Medical History Te INSOMNIA

rm:

Start Date: UNK/UNK/20

19

Ongoing: YES
Nov-02-2020 13:15:32 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) Line/MH Number: 10
(US & Canada) Medical History Term INSOMNI

: A

Start Date:

Ongoing:
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 11171186

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

| 1.j Line/MH Number:

|Date L ocation |User |Value Reason
Nov-02-2020 13:15:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |10

(US & Canada)

| 1.j Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

| Date Location User Value Reason
Nov-02-2020 13:15:32 ACVOPFEINFP6000 |(b) (4). Data Entry: Initial Entry
(UTC-06:00) Central Time ®) (6) INSOMNIA
(US & Canada)

’ 1, Start Date:

’ Date L ocation User Value Reason
Nov-02-2020 13:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time ®) (6) UNK/UNK/2019
(US & Canada)

| 1.j Ongoing:

| Date L ocation User Value Reason
Nov-02-2020 13:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time ®® YES
(US & Canada)

|1k

| Date L ocation User Value Reason
Nov-02-2020 13:41:23 ACVOPFEINFP6000 |(b) (4). Data Entry: Changed Information
(UTC-06:00) Central Time ®) (6) LineMH Nu 11
(US & Canada) mber:

Medical Hist EPIGASTRIC PAIN
ory Teem: W/ ADMISSION

Start Date:  Sep/24/2020
Ongoing: YES

Nov-02-2020 13:31:19
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000 |(b) (4),

Data Entry: Initial Entry
Line/MH Nu 11

mber:

Medical Hist EPIGASTRIC PAIN
ory Teem: W/ ADMISSION

Start Date: Oct/24/2020

(b) ()
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status. Data Complete, Locked, Frozen, Verified

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

Subject No: 11171186 Subject Initials: ---

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

Ongoing: YES

Nov-02-2020 13:15:50 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-06:00) Centra Time (autocalc) Lineg/MH Nu 11
(US & Canada) mber:

Medical Hist EPIGASTRIC PAIN
ory Teem: W/ ADMISSION

Start Date:
Ongoing:
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

| 1.k Line/MH Number:

|Date L ocation |User |Value Reason
Nov-02-2020 13:15:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |11
(US & Canada)
| 1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
| Date L ocation User Value Reason
Nov-06-2020 12:53:35 ACVOPFEINFP6000 | Svitlana Query 1: Closed closed based on site's
(UTC-06:00) Central Time Tonkovyd response
(US & Canada) (b) (4)
Nov-06-2020 12:04:30 ACVOPFEINFPG000 |(b) (4), (b) |[Query 1: Answered UNSURE OF
(UTC-06:00) Central Time (6) ETIOLOGY, TERM
(US & Canada) ISVERBATIM
FROM MEDICAL
RECORD,

PARTICIPANT IS
UNAVAILABLE FOR
MEDHX
INTERVIEW. ACUTE
GASTRITISISONLY
NOTED IN THE
ADMISSION EVENT,
NOT IN PRIOR
HISTORY OF THE
MEDICAL RECORD.

Nov-04-2020 08:53:27
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000

Svitlana
Tonkovyd

(b) (4)

Query 1: Reissued:Opened GPD Clin: Thank you
for confirming data
weren't available at the
time of screening. If
etiology
"EPIGASTRIC PAIN
W/ ADMISSION" is
known, please update
MH. Isthere an
association of theterm
with AE ACUTE
GASTRITIS? Thanks

Nov-03-2020 17:35:33
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFPG000

(b) (4), (b) |Query 1: Answered PER

(6) INVESTIGATOR
SUBJECT
PRESENTED AS
COMPENTENT AND
STABLEAT
SCREENING.
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

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

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

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

MEDICAL HISTORY
NOT DISCLOSED
BY SUBJECT.
MEDICAL HISTORY
WAS DISCOVERED
AFTER SAE FILING

AND MEDICAL
RECORDS WERE
REVIEWED.
Nov-03-2020 09:56:34 ACVOPFEINFP6000 | Svitlana Query 1: Opened GPD Clin: Given the
(UTC-06:00) Central Time Tonkovyd recent onset prior to
(US & Canada) (b) (4) enrollment, please
clarify whether the
etiology
"EPIGASTRIC PAIN
W/ ADMISSION" is
known/ work upis
required and please
addto MH asa
separate entry. Thanks
Nov-02-2020 13:15:50 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) EPIGASTRIC PAIN W/ ADMISS]
(US & Canada) ON
1.k Start Date:
Date L ocation User Value Reason
Nov-02-2020 13:41:23 ACVOPFEINFP6000 |autoquery | Query 1: Closed Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Nov-02-2020 13:41:23 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time ), Sep/24/2020
(US & Canada) i)
Nov-02-2020 13:31:19 ACVOPFEINFP6000 |auto query | Query 1: Opened Start Date is after or
(UTC-06:00) Central Time (autoquery) equal to thefirst
(US & Canada) vaccination date
06/0ct/2020. Please
review and update as
appropriate.
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Back to Form

| 1.k Start Date:
| Date L ocation User Value Reason
Nov-02-2020 13:31:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Oct/24/2020
(US & Canada) (b) (6)
| 1.k Ongoing:
|Date L ocation User Value Reason
Nov-04-2020 08:47:33 ACVOPFEINFPE000 | Svitlana Query 1: Closed Closed based on site's
(UTC-06:00) Central Time Tonkovyd response. PD needs to
(US & Canada) (b) (4) be registered.
Nov-03-2020 17:36:02 ACVOPFEINFP6000 |(b) (4), (b) |Query 1: Answered PER
(UTC-06:00) Central Time (6) INVESTIGATOR
(US & Canada) SUBJECT
PRESENTED AS
COMPENTENT AND
STABLE AT
SCREENING.
MEDICAL HISTORY
NOT DISCLOSED
BY SUBJECT.
MEDICAL HISTORY
WAS DISCOVERED
AFTER SAE FILING
AND MEDICAL
RECORDS WERE
REVIEWED.
Nov-03-2020 09:59:28 ACVOPFEINFP6000 | Svitlana Query 1: Opened GPD Clin: Per IC #3,
(UTC-06:00) Central Time Tonkovyd MH condition must be
(US & Canada) (b) (4) stable at least 6 weeks
before enrollment.
Please confirm that
severity of
EPIGASTRIC PAIN
W/ ADMISSION had
not changed over past
6 weeks, clarify if
ongoing and if
treatment was started
in that period.
Nov-02-2020 13:31:19 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) YES
(US & Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

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

Site Name: (1117) Sundance Clinical Research

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

1
| Date L ocation User Value Reason
Nov-02-2020 13:40:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (3)1(6) LineMH Number: 12
(US& Canada) Medical History Te MIGRAINE

rm:

Start Date: UNK/UNK/20

19

Ongoing: YES
Nov-02-2020 13:31:19 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;'(e) LineMH Number: 12
(US & Canada) Medical History Term MIGRAIN

: E

Start Date:

Ongoing: YES
Nov-02-2020 13:16:02 ACVOPFEINFP6000 |autocalc  |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) Line/MH Number: 12
(US & Canada) Medical History Term MIGRAIN

: E

Start Date:

Ongoing:
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

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

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

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
Nov-02-2020 13:16:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |12
(US & Canada)

| 1.I Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

| Date Location User Value Reason
Nov-02-2020 13:16:02 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), MIGRAINE
(US & Canada) () 6)

’ 1.| Start Date:

’ Date L ocation User Value Reason
Nov-02-2020 13:40:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, UNK/UNK/2019
(US & Canada) () (6)

| 1.1 Ongoing:

| Date L ocation User Value Reason
Nov-02-2020 13:31:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES
(US & Canada) () (6)

| 1m

| Date L ocation User Value Reason
Nov-02-2020 13:31:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), LingMH Nu 13
(US& Canada) ®® mber:

Medical Histo BUTALBITAL USE
ry Term: DISORDER
Start Date: Mar/15/2019
Ongoing: YES
Nov-02-2020 13:16:34 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) LineMH Nu 13
(US & Canada) mber:
Medical Histo BUTALBITAL USE
ry Term: DISORDER
Start Date:
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 11171186

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

‘ ‘ Ongoing:
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

| 1.m Line/MH Number:

|Date L ocation |User |Value Reason
Nov-02-2020 13:16:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |13
(US & Canada)
| 1.m Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
| Date L ocation User Value Reason
Nov-04-2020 08:49:01 ACVOPFEINFP6000 | Svitlana Query 1: Closed Closed based on site's
(UTC-06:00) Central Time Tonkovyd response. PD needs to
(US & Canada) (b) (4) be registered.
Nov-03-2020 17:35:04 ACVOPFEINFP6000 |(b) (4), (b) |Query 1: Answered PER
(UTC-06:00) Central Time (6) INVESTIGATOR
(US & Canada) SUBJECT
PRESENTED AS
COMPENTENT AND
STABLE AT
SCREENING.
MEDICAL HISTORY
NOT DISCLOSED
BY SUBJECT.
MEDICAL HISTORY
WAS DISCOVERED
AFTER SAE FILING
AND MEDICAL
RECORDS WERE
REVIEWED.
Nov-03-2020 09:42:05 ACVOPFEINFP6000 | Svitlana Query 1: Opened GPD CLIN: The
(UTC-06:00) Central Time Tonkovyd subject presents at
(US & Canada) (b) (4) screening with
ongoing
BUTALBITAL USE
DISORDER. Please
confirm subject meets
digibility per
exclusion criteria 1;
else, document
deviation on I/E CRF
and report deviation as
applicable. Thanks
Nov-02-2020 13:16:34 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Centra Time (6) BUTALBITAL USE DISORDER
(US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status. Data Complete, Locked, Frozen, Verified

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

Subject No: 11171186 Subject Initials: ---

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

| 1.m Start Date:

| Date L ocation User Value Reason
Nov-02-2020 13:31:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time 4), Mar/15/2019

(US & Canada) o)

| 1.m Ongoing:

| Date Location User Value Reason
Nov-02-2020 13:31:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), YES

(US & Canada) () 6)

[0

’ Date L ocation User Value Reason
Nov-02-2020 13:31:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (), LingMH 14

(US & Canada) (b) ©) Number:

Medical H MEDICATION TREAT
istory Ter  EMENT NONCOMPL
m: AINCE

Start Date Mar/15/2019

Ongoing: YES

Nov-02-2020 13:17:01 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) LineMH 14
(US & Canada) Number:

Medical H MEDICATION TREAT
istory Ter  EMENT NONCOMPL
m: AINCE

Start Date

Ongoing:
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

| 1.n Line/MH Number:

|Date L ocation |User |Value Reason
Nov-02-2020 13:17:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |14

(US & Canada)

| 1.n Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

| Date Location User Value Reason
Nov-02-2020 13:17:01 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), MEDICATION TREATEMENT NO
(US & Canada) () 6) NCOMPLAINCE

’ 1.n Start Date:

’ Date L ocation User Value Reason
Nov-02-2020 13:31:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Mar/15/2019
(US & Canada) () (6)

| 1.n Ongoing:

| Date L ocation User Value Reason
Nov-02-2020 13:31:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES
(US & Canada) () (6)

[0

|Date L ocation |User |Value Reason
Nov-03-2020 17:18:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | LineeMHN 15
(US & Canada) umber:

Medical His CANNABISHYPERE
tory Term: MESIS SYNDROME
Start Date:  UNK/UNK/2019
Ongoing:  YES
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 11171186

Generated By: (b) (4)

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

| 1.0 Line/MH Number:

|Date L ocation |User |Value Reason
Nov-03-2020 17:18:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |15
(US & Canada)

| 1.0 Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

| Date Location User Value Reason
Nov-03-2020 17:18:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4. CANNABISHYPEREMESIS SYND
(US & Canada) () 6) ROME

’ 1.0 Start Date:

’ Date L ocation User Value Reason
Nov-03-2020 17:18:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, UNK/UNK/2019
(US & Canada) () (6)

| 1.0 Ongoing:

| Date L ocation User Value Reason
Nov-03-2020 17:18:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES

(US & Canada)

(b) (6)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: HIV STATUS - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---

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

Back to Form

1. Select appropriate response - What is the subject HIV status?

090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Date L ocation User Value Reason
Oct-08-2020 16:35.08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (O The subject is NOT known to be HIV
(US & Canada) (0) (6) POSITIVE
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:56

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1117) Sundance Clinical Research

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

Back to Form

1. Date:
Date Location User Value Reason

Oct-08-2020 16:35:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (O Oct/6/2020
(US & Canada) (0) (6)

| 2. Weight:

| Date Location User Value Reason
Oct-08-2020 16:35:31 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), 132.0
(US & Canada) (0) 6)

| 3. Unit:

| Date L ocation User Value Reason
Oct-08-2020 16:35:31 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), LB
(US & Canada) (0) (6)

] 4. Height:

’ Date Location User Value Reason
Oct-08-2020 16:35:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, 66.0
(US & Canada) (0) (6)

| 5. Unit:

| Date Location User Value Reason
Oct-08-2020 16:35:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (O in
(US & Canada) (b) (6)

| 6. Body Mass | ndex:

| Date Location | User | Value Reason
Oct-08-2020 16:35:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |21.3
(US & Canada)
| 7.a
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 15-Sep-2020 21:56

Form: VITAL SIGNS- BASELINE - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

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

Date L ocation User Value Reason
Oct-08-2020 16:35:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ; © Record Identifier:: 1
(US & Canada) Temperature: 96.8
TemperatureUnit: F
TemperatureLocati ORAL CAVI
on:: TY
| 7.a Record I dentifier:
| Date L ocation User Value Reason
Oct-08-2020 16:35:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, 1
(US & Canada) (0) (6)
| 7.a Temperature:
| Date L ocation User Value Reason
Oct-15-2020 13:19:15 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Response satisfies
(UTC-06:00) Centra (6) query
Time (US & Canada)
Oct-14-2020 11:50:38 ACVOPFEINFPG000 |(b) (4), (b) Query 1: Answered PER
(UTC-06:00) Central (6) INVESTIGATOR,
Time (US & Canada) TEMPERATURE
VALUE ISNOT
CLINICALLY
SIGNIFICANT
Oct-10-2020 03:46:13 ACVOPFEINFPE000 | Sandip Query 1: Reissued:Opened Kindly verify and
(UTC-06:00) Centra Namdeorao confirm clinically
Time (US & Canada) Suryawanshi significant or
(b) 4 non-clinically
significant. Thank
youl.
Oct-09-2020 10:32:04 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered Original valueis
(UTC-06:00) Central (6) correct
Time (US & Canada)
Oct-08-2020 16:35:31 ACVOPFEINFP6000 | auto query Query 1: Opened Temperature 96.8 Fis
(UTC-06:00) Central (autoquery) outside of Normal
Time (US & Canada) Range 97 - 995 F.
Oct-08-2020 16:35:31 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) 96.8
Time (US & Canada)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: VITAL SIGNS- BASELINE - eCRF Audit Trail History
Form Version: 15-Sep-2020 21:56 Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171186 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
| 7.a Unit:
| Date L ocation User Value Reason
Oct-08-2020 16:35:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, F

(US & Canada) (0) 6)

| 7.a Temperature Location:

| Date L ocation User Value Reason
Oct-08-2020 16:35:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), ORAL CAVITY
(US & Canada) (0) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:51

Site No: 1117
Subject No: 11171186
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

Back to Form

| 1. Lab Pane
| Date L ocation | User | Value Reason
Oct-08-2020 16:35:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |URINALYSIS
(US & Canada)
2. Lab Sub-Panel:
Date L ocation User Value Reason
Oct-08-2020 16:35:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | PREGNANCY
(US & Canada)
| 3. Collection Date:
| Date L ocation User Value Reason
Oct-08-2020 16:35:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Oct/6/2020
(US & Canada) (0) 6)
| 4. Laboratory Name and Address (Derived)
| Date L ocation | User | Value Reason
Oct-08-2020 16:35:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) [ STUDY SITE
(US & Canada)
| 5. Specimen Type:
| Date L ocation | User | Value Reason
Oct-08-2020 16:35:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | URINE
(US & Canada)
6.a
Date L ocation User Value Reason
Oct-08-2020 16:35:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-OBOO) Central Time (autocalc) Sponsor-Define 113
(US & Canada) d Identifier:
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 15-Sep-2020 21:51
SiteNo: 1117

Subject No: 11171186

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

Test:: Choriogonadotropi
n Beta PX113

Result:: NEGATIVE

Not Done::

’ 6.a Sponsor ID:

’ Date L ocation | User | Value Reason
Oct-08-2020 16:35:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 113
(US & Canada)

| 6.a Test:

| Date L ocation User Value Reason
Oct-08-2020 16:35:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Choriogonadotropin Beta PX113
(US & Canada) (0) (6)

| 6.a Result:

| Date L ocation User Value Reason
Oct-08-2020 16:35:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, NEGATIVE

(US & Canada)

(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: 11171186

Generated By: (b) (4)

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

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

Back to Form

1. Randomization Date :

Date Location User Value Reason
Oct-08-2020 16:36:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (O Oct/6/2020
(US & Canada) (0) (6)

| 2. Randomization Number:

| Date L ocation User Value Reason
Oct-08-2020 16:36:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), 101915
(US & Canada) (0) 6)
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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

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

Subject No: 11171186

Generated By: (b) (4)

090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Back to Form

| 1. Data Origin
| Date L ocation | User | Value Reason
Oct-09-2020 10:32:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |SITE

(US & Canada)

2. Sample Type

Date L ocation User Value Reason
Oct-09-2020 10:32:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM

(US & Canada)
| 3. Sample Collected?
| Date L ocation User Value Reason
Oct-09-2020 10:32:34 ACVOPFEINFPE000 |autoquery |Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)

(US & Canada)

Oct-09-2020 10:32:18 ACVOPFEINFP6E000 |autoquery | Query 1: Candidate ‘Sample Collected? is
(UTC-06:00) Central Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.

Please review and
correct as appropriate.

Oct-09-2020 10:32:18 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time 4), YES

(US & Canada) () (6) Date of Collection:

Oct/6/2020

5.a

Date L ocation User Value Reason
Oct-09-2020 10:32:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Sample | D: BRSR6C

(US & Canada) (0) (6)

| 5.aSampleID

| Date L ocation User Value Reason
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171186
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Oct-09-2020 10:32:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, BRSR6C
(US & Canada) (0) (6)

50

| Date L ocation User Value Reason
Oct-09-2020 10:32:44 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ﬁ s Sample | D: BRSR6D
(US & Canada) (0) 6)

| 5.b Sample 1D

| Date L ocation User Value Reason
Oct-09-2020 10:32:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), BRSR6D
(US & Canada) (0) (6)

[0

’ Date L ocation User Value Reason
Oct-09-2020 11:30:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (ﬁ), . Sample | D: BP58W1
(US & Canada) (0) (6)

| 5.c Sample D

| Date L ocation User Value Reason
Oct-09-2020 11:30:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, BP58W1
(US & Canada) (b) (6)

5

| Date L ocation User Value Reason
Oct-09-2020 11:30:21 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (3)- . Sample | D: BPS8W2
(US & Canada) (0) 6)

| 5.d Sample 1D

| Date L ocation User Value Reason
Oct-09-2020 11:30:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, BP58W2

(US & Canada)

(b) (6)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

SiteNo: 1117
Subject No: 11171186
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

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

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

5e
Date L ocation User Value Reason
Oct-09-2020 11:30:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Sample | D: BP58W3
(US & Canada) (0) (6)

| 5.e Sample D

| Date L ocation User Value Reason
Oct-09-2020 11:30:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), BP58W3
(US & Canada) () 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: 11171186
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

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

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

Back to Form

| 1. Data Origin
| Date L ocation | User | Value Reason
Oct-09-2020 11:47:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |SITE

(US & Canada)

2. Sample Type

Date L ocation User Value Reason
Oct-09-2020 11:47:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |NASAL_SWAB

(US & Canada)
| 3. Sample Collected?
| Date L ocation User Value Reason
Oct-09-2020 11:47:43 ACVOPFEINFPE000 |autoquery |Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)

(US & Canada)

Oct-09-2020 11:47:35 ACVOPFEINFP6E000 |autoquery | Query 1: Candidate ‘Sample Collected? is
(UTC-06:00) Central Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.

Please review and
correct as appropriate.

Oct-09-2020 11:47:35 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time 4), YES

(US & Canada) () (6) Date of Collection:

Oct/6/2020

5.a

Date L ocation User Value Reason
Oct-09-2020 11:47:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (8 Sample |D: BRJ89J

(US & Canada) (0) (6)

| 5.aSampleID

| Date L ocation User Value Reason
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

SiteNo: 1117
Subject No: 11171186
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

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

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

Oct-09-2020 11:47:43
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
@), BRJ89J

(b) (6)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: VACCINATION - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---

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

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason
Oct-08-2020 16:36:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (O NO

(US & Canada) (0) (6)

| 2. Treatment Name

| Date Location | User | Value Reason
Oct-08-2020 16:36:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |BLINDED THERAPY

(US & Canada)

| 3. Formulation:

| Date Location | User |Value Reason
Oct-08-2020 16:36:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) [INJECTION

(US & Canada)

’ 4. Dose Date Time:

’ Date Location User Value Reason
Oct-08-2020 16:36:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, Oct/6/2020 14:05
(US & Canada) (0) (6)

| 5. Anatomical Location:

| Date L ocation | User | Value Reason
Oct-08-2020 16:36:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |DELTOID MUSCLE

(US & Canada)

| 6. Body Side:

| Date L ocation User Value Reason
Oct-08-2020 16:36:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), LEFT

(US & Canada) (0) 6)

| 7. Route:
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 11171186

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 Location | User | Value Reason
Oct-08-2020 16:36:26 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central Time (autocalc) [INTRAMUSCULAR

(US & Canada)

| 10. Timeframe Subject Was Observed

| Date L ocation | User | Value Reason
Oct-08-2020 16:36:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

THE PROTOCOL SPECIFIED OBSE
RVATION PERIOD

(autocalc)

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

’ Date L ocation User Value Reason
Oct-08-2020 16:36:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF YES

(US & Canada)

(b) (6)

*** Confidential***

Page 313 of 423

FDA-CBER-2021-5683-0796983
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53

Site No: 1117
Subject No: 11171186
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

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason
Oct-08-2020 16:36:33 ACVOPFEINFPS000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (O NO - REACTOGENICITY E-DIAR
(US & Canada) (0) (6) Y NOT COLLECTED FOR THISS

UBJECT
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Site No: 1117

Header Text: c4591001
Visit: V2_VAX2 L
Form Version: 22-Apr-2020 21:02

Subject No: 11171186
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

| 1. Date of Visit

| Date Location User | Value ’ Reason
Dec-03-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: C | Asper site
04:38:29 losed confirmation -
(UTC-06:00) updated PD tracker
Central Time
(US & Canada)
Dec-02-2020 ACVOPFEINFP6000 (b) (4), (b) Query 1: A | Original valueis
12:03:40 (6) nswered correct
(UTC-06:00)
Central Time
(US & Canada)
Dec-01-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1: O | PDQ: Date of visit at
22:47:13 (b) (4) pened V2 VAX2 L isout
(UTC-06:00) of window for 32
Central Time days from
(US & Canada) V1 DAY1 VAX1 L
Dose Date. Please
verify and update.
Else, confirmin
query response
appropriately. (b)
(4)
Dec-01-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entr | Initial Entry
11:08:44 (6) A
(UTC-06:00) Nov/30/20
Central Time 20
(US & Canada)
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 10-Oct-2020 16:01

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

Form: VITAL SIGNS- TEMP - eCRF Audit 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-01-2020 11:13:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (O Nov/30/2020
(US & Canada) (0) (6)
[2a
| Date L ocation User Value Reason
Dec-02-2020 12:03:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ﬁ "6 Record Identifier:: 1
(US& Canada) 2082 Temperature: 98.2
TemperatureUnit: F
TemperatureLocati ORAL CAVI
on:: TY
Dec-01-2020 11:13:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁg' ®) Record | dentifier:: 1
(US& Canada) Temperature:
Temperature Unit:
Temperature Location::
| 2.a Record I dentifier:
| Date L ocation User Value Reason
Dec-01-2020 11:13:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), 1
(US & Canada) (b) (6)
| 2.a Temperature:
| Date L ocation User Value Reason
Dec-03-2020 02:46:21 ACVOPFEINFPG000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central Time (b) (6) query
(US & Canada)
Dec-02-2020 12:03:19 ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Dec-02-2020 12:03:19 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (6) 98.2
(US & Canada)
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

Form Version: 10-Oct-2020 16:01

Form: VITAL SIGNS- TEMP - eCRF Audit 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-02-2020 01:29:24 ACVOPFEINFPG000 |(b) (4), Query 1. Opened DM: The response for
(UTC-06:00) Central Time (b) (6) "Temperature, unit
(US & Canada) and Location" are
missing. kindly
review and update.
2.aUnit:
Date L ocation User Value Reason
Dec-02-2020 12:03:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, F
(US & Canada) (0) (6)
| 2.a Temperature Location:
| Date L ocation User Value Reason
Dec-02-2020 12:03:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, ORAL CAVITY
(US & Canada) (0) 6)
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Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 15-Sep-2020 21:51

Site No: 1117
Subject No: 11171186
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 Pane
| Date L ocation | User | Value Reason
Dec-01-2020 11:09:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |URINALYSIS
(US & Canada)
2. Lab Sub-Panel:
Date L ocation User Value Reason
Dec-01-2020 11:09:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | PREGNANCY
(US & Canada)
| 3. Collection Date:
| Date L ocation User Value Reason
Dec-01-2020 11:09:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Nov/30/2020
(US & Canada) (0) 6)
| 4. Laboratory Name and Address (Derived)
| Date L ocation | User | Value Reason
Dec-01-2020 11:09:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) [ STUDY SITE
(US & Canada)
| 5. Specimen Type:
| Date L ocation | User | Value Reason
Dec-01-2020 11:09:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | URINE
(US & Canada)
6.a
Date L ocation User Value Reason
Dec-01-2020 11:09:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-OBOO) Central Time (autocalc) Sponsor-Define 113
(US & Canada) d Identifier:
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 15-Sep-2020 21:51
SiteNo: 1117

Subject No: 11171186

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

Test:: Choriogonadotropi
n Beta PX113

Result::

Not Done:: NOT DONE

’ 6.a Sponsor ID:

’ Date L ocation | User | Value Reason
Dec-01-2020 11:09:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 113
(US & Canada)

| 6.a Test:

| Date L ocation User Value Reason
Dec-01-2020 11:09:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Choriogonadotropin Beta PX113
(US & Canada) (0) (6)

| 6.a Not Done:

| Date L ocation User Value Reason
Dec-03-2020 11:58:33 ACVOPFEINFPG000 |(b) Query 1: Closed Response satisfies
(UTC-06:00) Central (4), query
Time (US & Canada) (b) (6)

Dec-02-2020 14:47:54 ACVOPFEINFP000 |(b) (4), (b) Query 1: Answered PARTICIPANT WAS

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

(6) DISCONTINUED
FROM TREATMENT,
PARTICIPANT NO
LONGER MEETS
INC#3 AND MEETS
EXCHL.
PARTICIPANT OUT
OF WINDOW.
DOCUMENTED
HCG TESTING IN
MEDICAL RECORD
ON 260CT2020.

PARTICIPANT

BEING FOLLOWED

FOR SAFETY
Dec-02-2020 13:25:47 ACVOPFEINFP6000 |(b) Query 1: Opened CLINQUERY -
(UTC-06:00) Centra (4), Pregnancy test was
Time (US & Canada) (b) (6) reported as NOT

DONE. However,
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 15-Sep-2020 21:51

SiteNo: 1117
Subject No: 11171186
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

subject is <60 yrs old
and has no MH of
surgical sterilization.
Test isrequired for
WOCRBP  If reason
exists that test was not
necessary, please

update MH.
Dec-01-2020 11:09:08 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NOT DONE

Time (US & Canada)
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Header Text: c4591001
Visit: V2_VAX2 L 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

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

Subject No: 11171186

Generated By: (b) (4)

090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Back to Form

| 1. Data Origin
| Date L ocation | User | Value Reason
Dec-02-2020 12:03:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Dec-02-2020 12:03:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |NASAL_SWAB
(US & Canada)
| 3. Sample Collected?
| Date L ocation User Value Reason
Dec-02-2020 12:04:22 ACVOPFEINFPE000 |autoquery |Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Dec-02-2020 12:03:53 ACVOPFEINFP6E000 |autoquery | Query 1: Candidate ‘Sample Collected? is
(UTC-06:00) Central Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Dec-02-2020 12:03:53 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Centra Time 4), YES
(US & Canada) () (6) Date of Collection:
Nov/30/2020
5.a
Date L ocation User Value Reason
Dec-02-2020 12:04:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (8 Sample|D: BM8YZ5
(US & Canada) (0) (6)
| 5.aSampleID
| Date L ocation User Value Reason

*** Confidential***

Page 321 of 423

FDA-CBER-2021-5683-0796991
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Header Text: c4591001
Visit: V2 VAX2 L

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

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

SiteNo: 1117
Subject No: 11171186
Generated By: (b) (4)

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

Dec-02-2020 12:04:22
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
@), BM8YZ5

(b) (6)
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Header Text: c4591001
Visit: V2_VAX2 L

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:04

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
Dec-01-2020 11:12:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (O Not Done

(US & Canada) (0) (6)

| 2. Treatment Name

| Date L ocation User Value Reason
Dec-01-2020 11:12:54 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (0) 6)

| 3. Formulation:

| Date Location User Value Reason
Dec-01-2020 11:12:54 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (0) (6)

’ 4. Dose Date Time:

’ Date L ocation User Value Reason
Dec-01-2020 11:12:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (4, Not Done
(US & Canada) (0) (6)

| 5. Anatomical Location:

| Date L ocation User Value Reason
Dec-01-2020 11:12:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (O Not Done
(US & Canada) (b) (6)

| 6. Body Side:

| Date L ocation User Value Reason
Dec-01-2020 11:12:54 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (0) 6)

| 7. Route:
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Header Text: c4591001

Visit: V2 VAX2 L

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

Subject No: 11171186

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
Dec-01-2020 11:12:54 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) 6)

| 8. Actual Dose:

| Date Location User Value Reason
Dec-01-2020 11:12:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) () (6)

’ 9. Unit:

’ Date L ocation User Value Reason
Dec-01-2020 11:12:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)

| 10. Timeframe Subject Was Observed

| Date L ocation User Value Reason
Dec-01-2020 11:12:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done

(US & Canada)

(b) (6)

| 11. Was the subject observed for at least the protocol specified observation period after investigational product administration?

| Date L ocation User Value Reason
Dec-01-2020 11:12:54 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) 6)
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L Form: DATE OF VISIT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---

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

| 1. Date of Visit

| Date L ocation User Value Reason
Dec-29-2020 16:30:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time @, Dec/28/2020
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171186
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

Back to Form

| 1. Data Origin
| Date L ocation | User | Value Reason
Dec-29-2020 16:30:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Dec-29-2020 16:30:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM
(US & Canada)
| 3. Sample Collected?
| Date L ocation User Value Reason
Dec-29-2020 16:30:46 ACVOPFEINFPE000 |autoquery |Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Dec-29-2020 16:30:37 ACVOPFEINFP6E000 |autoquery | Query 1: Candidate ‘Sample Collected? is
(UTC-06:00) Central Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Dec-29-2020 16:30:37 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time 4), YES
(US & Canada) () (6) Date of Collection:
Dec/28/2020
5.a
Date L ocation User Value Reason
Dec-29-2020 16:30:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (8 Sample |D: BSFB2Z
(US & Canada) (0) (6)
| 5.aSampleID
| Date L ocation User Value Reason

Page 326 of 423

*** Confidential***

FDA-CBER-2021-5683-0796996




090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171186
Generated By: (b) (4)

eCRF Audit Trail History

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

Dec-29-2020 16:30:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, BSFB2Z
(US & Canada) (0) (6)

50

| Date L ocation User Value Reason
Dec-29-2020 16:30:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ﬁ o Sample | D: BSFB30
(US & Canada) (0) 6)

| 5.b Sample 1D

| Date Location User Value Reason
Dec-29-2020 16:30:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), BSFB30
(US & Canada) (0) (6)

[0

’ Date L ocation User Value Reason
Dec-29-2020 16:31:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (ﬁ), . Sample | D: BRDFNS
(US & Canada) (b) (6)

| 5.c Sample D

| Date L ocation User Value Reason
Dec-29-2020 16:31:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, BRDFNS
(US & Canada) (b) (6)

5

| Date L ocation User Value Reason
Dec-29-2020 16:31:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (3)- . Sample | D: BRDFNT
(US & Canada) (0) 6)

| 5.d Sample 1D

| Date Location User Value Reason
Dec-29-2020 16:31:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, BRDFNT

(US & Canada)

(b) (6)
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171186
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.e
Date Location User Value Reason
Dec-29-2020 16:31:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Sample | D: BRDFNV
(US & Canada) (0) (6)

| 5.e Sample D

| Date L ocation User Value Reason
Dec-29-2020 16:31:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), BRDFNV
(US & Canada) () 6)
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Dec/14/2020

SiteNo: 1117
Subject No: 11171186
Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

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

Subject Initials: ---

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

Back to Form

| 1. Date of Visit

| Date L ocation User Value Reason
Feb-12-2021 02:03:00 ACVOPFEINFPG000 |(b) Query 4: Closed Closed, Convalescent
(UTC-06:00) Central Time (4), visit updated
(US & Canada) (b) (6)
Feb-11-2021 15:33:08 ACVOPFEINFP6000 ((b) (4), (b) |Query 4: Answered Changed data per
(UTC-06:00) Central Time (6) query
(US & Canada)
Feb-04-2021 04:24:28 ACVOPFEINFPG000 |(b) Query 4: Opened PDQ: Convalescent
(UTC-06:00) Central Time (4), visitismissing and
(US & Canada) (b) (6) 35+ days (52) have
passed since COVID
IlIness Visit. If visit
occurred record the
data as a matching
CONVA visit; if the
visit did not occur
attempt to schedule
thevisit and obtain
the CONVA sample
else clarify.
Jan-04-2021 07:21:33 ACVOPFEINFPG000 |(b) (4), Query 3: Closed Response satisfies
(UTC-06:00) Central Time (b) (6) query
(US & Canada)
Dec-31-2020 17:38:42 ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Dec-31-2020 17:37:49 ACVOPFEINFPE000 | auto query Query 3: Answered Changed Information
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Dec-31-2020 17:37:49 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Changed Information
(UTC-06:00) Central Time (6) Dec/14/2020
(US & Canada)
Dec-30-2020 06:21:39 ACVOPFEINFPG000 |(b) (4), Query 2: Opened Date of Visitis
(UTC-06:00) Central Time (b) (6) completed but Date
(US & Canada) of Assessment in the
Signs and Symptoms
form ismissing.
Please review and
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Dec/14/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171186
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

update as appropriate.
Dec-30-2020 04:10:19 ACVOPFEINFP6000 |(b) (4), Query 3: Opened DM: Date of Visitis
(UTC-06:00) Central Time (b) (6) completed but Self
(US & Canada) Swab CRF is not
initiated. Please
review and update the
data as appropriate.
Thanks
Dec-29-2020 16:41:51 ACVOPFEINFPE000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Dec-29-2020 16:41:32 ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis
(UTC-06:00) Central Time (autoquery) completed but Date
(US & Canada) of Assessment in the
Signs and Symptoms
form ismissing.
Please review and
update as appropriate.
Dec-29-2020 16:41:32 ACVOPFEINFPE000 | auto query Query 1: Candidate Date of Visitis
(UTC-06:00) Central Time (autoquery) completed but Date
(US & Canada) of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.
Dec-29-2020 16:41:32 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Dec/28/2020
(US & Canada)

|3.COVID-19 IlIness Visit:

’ Date L ocation | User |Value Reason
Dec-29-2020 16:41:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |COVID_A
(US & Canada)
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Header Text: c4591001

Dec/14/2020

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 10-Dec-2020 02:29

Audit Trail History

Form Status: Data Complete

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

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

Back to Form

| 1. Date of Assessment:

| Date L ocation User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time @, Dec/14/2020
(US & Canada) (0) (6)
2. Date of First Symptom Started:
Date L ocation User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Dec/13/2020
(US & Canada) (b) (6)
| 3. Symptoms Ongoing?
| Date L ocation User Value Reason
Feb-11-2021 14:42:17 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time (4), NO
(US & Canada) () (6) Date of Last Symptom Resolved:
Dec/28/2020
Dec-31-2020 17:38:42 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NO
(US & Canada) (b) (6) Date of Last Symptom Resolved:
Dec/20/2020
| 4a
| Date L ocation User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;-(m Symptoms: FEVER
(US & Canada) Symptom Present: NO
| 4.a Symptoms:
| Date L ocation User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), FEVER

(US & Canada)

(b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Dec/14/2020

Form Version: 10-Dec-2020 02:29

SiteNo: 1117
Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete

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

4.a \Was symptom present?
Date L ocation User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, NO
(US & Canada) (0) (6)
|ab
| Date L ocation User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 28 o Symptoms. NEW OR INCREASE
(US & Canada) D COUGH
Symptom Pr NO
esent:
| 4.b Symptoms:
| Date L ocation User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NEW OR INCREASED COUGH
(US & Canada) (0) 6)
| 4.b Was symptom present?
| Date L ocation User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
-06: entral Time ,
(UTC-06:00) Central Ti 4 NO
(US & Canada) (0) (6)
[0
’ Date L ocation User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time EB‘% @ Symptom NEW OR INCREASED
(US & Canada) s SHORTNESS OF BREA
TH
Symptom NO
Present:
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Dec/14/2020 Audit Trail History
Form Version: 10-Dec-2020 02:29 Form Status: Data Complete
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
4.c Symptoms:
Date L ocation User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, NEW OR INCREASED SHORTNES
(US & Canada) (0) (6) S OF BREATH

| 4.c Was symptom present?

| Date L ocation User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NO
(US & Canada) () 6)

|ad

| Date L ocation User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ;-@ Symptoms: CHILLS
(US & Canada) Symptom Present: NO

| 4.d Symptoms:

| Date L ocation User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), CHILLS
(US & Canada) (0) 6)

| 4.d Was symptom present?

| Date L ocation User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF NO
(US & Canada) (0) 6)

[4e

| Date L ocation User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' . Symptoms: NEW OR INCREASED
(US & Canada) ®) ©) MUSCLE PAIN

Symptom NO
Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Dec/14/2020

Form Version: 10-Dec-2020 02:29

SiteNo: 1117
Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete

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

4.e Symptoms:

Date L ocation User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, NEW OR INCREASED MUSCLE P

(US & Canada) (0) (6) AIN

| 4.e Was symptom present?

| Date L ocation User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NO
(US & Canada) () 6)

|af

| Date Location User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ; - Symptoms. NEW LOSS OF TAST
(US & Canada) E OR SMELL

Symptom P NO
resent:

| 4.f Symptoms:

| Date L ocation User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NEW LOSS OF TASTE OR SMELL
(US & Canada) (0) (6)

’ 4.f Was symptom present?

’ Date L ocation User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time @, NO
(US & Canada) (0) (6)

| 4.9

| Date L ocation User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4,

(US & Canada)

(b) (6)

Symptoms NEW OR INCREASED
: SORE THROAT
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Dec/14/2020 Audit Trail History
Form Version: 10-Dec-2020 02:29 Form Status: Data Complete
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---

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

Symptom YES
Present:

| 4.9 Symptoms:

|Date |Location |User |VaJue |Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time 4), NEW OR INCREASED SORE THR
(US & Canada) (0) 6) OAT

| 4.9 Was symptom present?

| Date L ocation User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, YES
(US & Canada) (b) (6)
4h
Date L ocation User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁg’(ﬁ) Symptoms: DIARRHEA
(US & Canada) Symptom Present: NO

| 4.h Symptoms:

| Date L ocation User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, DIARRHEA
(US & Canada) (0) (6)

’ 4.h Was symptom present?

’ Date L ocation User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time @, NO
(US & Canada) (0) (6)

i

| Date L ocation User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-0600) Central Time Eﬁ;,(G) Symptoms: VOMITING
(US& Canada) Symptom Present: NO
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Header Text: c4591001

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

Dec/14/2020

Form Version: 10-Dec-2020 02:29

SiteNo: 1117
Subject No: 11171186
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete

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

4.i Symptoms:
Date L ocation User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, VOMITING
(US & Canada) (0) (6)

| 4.i Was symptom present?

| Date L ocation User Value Reason
Dec-31-2020 17:38:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NO
(US & Canada) () 6)

| 5.a

| Date L ocation User Value Reason
Dec-31-2020 17:38:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' . Symptoms - Ot NASAL CONGES
(US& Canada) ®©) her:

| 5.a Symptoms - Other Text:

| Date L ocation User Value Reason
Dec-31-2020 17:38:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NASAL CONGESTION
(US& Canada) () 6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Dec/14/2020

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---

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

Back to Form

| 1. Actual Date of Collection:

| Date L ocation User Value Reason
Dec-31-2020 17:39:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) (6)
2. Specimen Type:
Date L ocation User Value Reason
Dec-31-2020 17:39:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (b) (6)

| 3. Specimen Collection Location:

| Date L ocation User Value Reason
Dec-31-2020 17:39:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done

(US & Canada) (0) 6)

| 4. Assay Code and Description:

| Date Location User Value Reason
Dec-31-2020 17:39:11 ACVOPFEINFPS000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (0) (6)
| 5. Device Type:
| Date L ocation User Value Reason
Dec-31-2020 17:39:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) (6)

6. Trade Name:

Date L ocation User Value Reason
Dec-31-2020 17:39:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (O Not Done
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Dec/14/2020

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

Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

7. Test Result:
Date L ocation User Value Reason
Dec-31-2020 17:39:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) (6)

| 8. Comments/Findings/Details:

| Date L ocation User Value Reason
Dec-31-2020 17:39:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () 6)

| 9. Trade Name Other, Specify:

| Date L ocation User Value Reason
Dec-31-2020 17:39:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Dec/14/2020 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: 11171186 Subject Initials: ---

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

Back to Form

| 1. Data Origin
| Date L ocation | User | Value Reason
Dec-31-2020 17:40:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Dec-31-2020 17:40:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |NASAL_SWAB_SELF
(US & Canada)

| 3. Sample Collected?

| Date Location User Value Reason
Dec-31-2020 17:40:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, NO
(US & Canada) (0) 6)

| 4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

| Date L ocation User Value Reason
Dec-31-2020 17:40:21 ACVOPFEINFPS000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), SEE SWAB PFE-PARTICIPANT DI
(US & Canada) (0) (6) D NOT SUBMIT SPECIMEN. SITE

COLLECTED WHEN PARTICIPAN
T ONSITEFORVISIT 3.
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Dec/14/2020

Unscheduled Visit on

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171186
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-29-2020 16:41:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Dec-29-2020 16:41:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |NASAL_SWAB
(US & Canada)
| 3. Sample Collected?
| Date L ocation User Value Reason
Jan-07-2021 05:17:41 ACVOPFEINFPG000 |(b) (4), Query 3: Closed Closing as reason
(UTC-06:00) Central Time (b) (6) documented on CRF
(US & Canada)
Jan-06-2021 00:23:52 ACVOPFEINFP6000 |(b) (4), (b) Query 2: Closed per site response
(UTC-06:00) Centra Time (6)
(US & Canada)
Jan-05-2021 18:52:45 ACVOPFEINFPG000 |(b) (4), (b)  |Query 2: Answered PARTICIPANT HAD
(UTC-06:00) Central Time (6) CHOSEN NOT TO
(US & Canada) COLLECT SELF
SWAB, CLINIC
PERSONNEL
COLLECTED AT
THE NEXT
PROTOCOL
SCHEDULED VISIT.
Jan-03-2021 22:27:18 ACVOPFEINFPG000 |(b) (4), Query 2: Reissued:Opened DM : Date of
(UTC-06:00) Central Time (b) (6) Collection
(US & Canada) 28/Dec/2020 is
different from Date of
Visit 14/Dec/2020.
Thus, Please review
and provide the
reason for delay in"If
no sample was
collected or sample
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Header Text: c4591001

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

Dec/14/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171186
Generated By: (b) (4)

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

was not collected

according to
protocol....," field.
Else clarify.

Dec-31-2020 17:45:21 ACVOPFEINFPG000 |(b) (4), (b) Query 3: Answered PARTICIPANT DID

(UTC-06:00) Central Time (6) NOT SUBMIT

(US & Canada) SPECIMEN. SITE
COLLECTED
WHEN
PARTICIPANT
ONSITE FOR VISIT
3.

Dec-31-2020 17:44:59 ACVOPFEINFP6000 |(b) (4), (b) Query 2: Answered Original valueis

(UTC-06:00) Central Time (6) correct

(US & Canada)

Dec-31-2020 17:38:42 ACVOPFEINFPE000 | auto query Query 3: Opened Date of Collectionis

(UTC-06:00) Central Time (autoquery) more than 4 days after

(US & Canada) Date of Last
Symptom Resolved
on the Signs and

Symptoms form in the
same visit. Please
review and update as

appropriate.
Dec-31-2020 17:37:49 ACVOPFEINFP6000 | auto query Query 2: Opened Date of Collection
(UTC-06:00) Central Time (autoquery) 28/Dec/2020 is
(US & Canada) different from Date of
Visit 14/Dec/2020.
Please review and
update as appropriate,
else clarify.
Dec-29-2020 16:42:03 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Dec-29-2020 16:41:51 ACVOPFEINFPE000 | auto query Query 1: Candidate '‘Sample Collected? is
(UTC-06:00) Central Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Dec-29-2020 16:41:51 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (6) YES
(US & Canada) Date of Collection:
Dec/28/2020
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Header Text: c4591001

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

Dec/14/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171186
Generated By: (b) (4)

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

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

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

Date L ocation User Value Reason
Jan-05-2021 18:53:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

4)

, PARTICIPANT HAD CHOSEN NO
(b) (6)

T TO COLLECT SELF SWAB, CLI
NIC PERSONNEL COLLECTED A
T THE NEXT PROTOCOL SCHED

ULED VISIT.
Dec-31-2020 17:41:18 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time 4),
(US & Canada) () (6)
Dec-31-2020 17:40:51 ACVOPFEINFP6000 |(b) DataEntry: Initial Entry
(UTC-06:00) Centra Time ), PARTICIPANT DID NOT SUBMIT
(US & Canada) () (6) SPECIMEN. SITE COLLECTED W
HEN PARTICIPANT ONSITE FOR
VISIT 3.
| 5a
| Date Location User Value Reason
Dec-29-2020 16:42:03 ACVOPFEINFPS000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (). Sample |D: BRDFLC
(US & Canada) (0) 6)
’ 5.aSampleID
’ Date Location User Value Reason
Dec-29-2020 16:42:03 ACVOPFEINFPS000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, BRDFLC
(US & Canada) (b) (6)
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Header Text: c4591001

Dec/14/2020

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

Subject No: 11171186

Generated By: (b) (4)

Form Status: Data Complete

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

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

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Back to Form

[1a
| Date Location User Value Reason
Dec-31-2020 17:41:34 . ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' . Typeof Practitioner:  SPECIAL
(US & Canada) (0) (6) IST
Occurrence of Visitsor NO
Contacts:
| 1.a Physician or Healthcare Professional:
| Date Location User Value Reason
Dec-31-2020 17:41:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, SPECIALIST
(US & Canada) (0) (6)
1.a Occurrence of Visitsor Contacts:
Date Location User Value Reason
Dec-31-2020 17:41:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF NO
(US & Canada) (0) (6)
|1
| Date L ocation User Value Reason
Dec-31-2020 17:41:34 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ﬁ i Type of Practitioner EMERGENC
(US & Canada) ®) 6) : Y ROOM
Occurrence of Visits NO
or Contacts:
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Header Text: c4591001

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

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

Subject No: 11171186

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete

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

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

1.b Physician or Healthcare Professional:

Date Location User Value Reason
Dec-31-2020 17:41:34 ACVOPFEINFPS000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, EMERGENCY ROOM

(US & Canada) (0) (6)

| 1.b Occurrence of Visits or Contacts:

| Date L ocation User Value Reason
Dec-31-2020 17:41:34 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NO

(US & Canada) () 6)
| 1lc
| Date L ocation User Value Reason
Dec-31-2020 17:41:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ; o Type of Practitio PRIMARY CAR

(US & Canada) ner: EPHYSICIAN

Occurrenceof Vi NO
sitsor Contacts:

| 1.c Physician or Healthcare Professional:

| Date L ocation User Value Reason
Dec-31-2020 17:41:34 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, PRIMARY CARE PHYSICIAN
(US & Canada) (0) (6)

’ 1.c Occurrence of Visits or Contacts:

’ Date L ocation User Value Reason
Dec-31-2020 17:41:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time @, NO
(US & Canada) (0) (6)

|1

| Date L ocation User Value Reason
Dec-31-2020 17:41:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ) o Type of Practitioner: URGENT
(US & Canada) ®)® CARE
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Header Text: c4591001

Dec/14/2020

SiteNo: 1117
Subject No: 11171186
Generated By: (b) (4)

Form Version: 10-Dec-2020 02:26

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete

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

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

Occurrenceof Visitso NO

r Contacts:
| 1.d Physician or Healthcare Professional:
|Date |Location |User |VaJue |Reason
Dec-31-2020 17:41:34 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, URGENT CARE
(US & Canada) (0) 6)
| 1.d Occurrence of Visits or Contacts:
| Date L ocation User Value Reason
Dec-31-2020 17:41:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, NO
(US & Canada) (b) (6)
le
Date Location User Value Reason
Dec-31-2020 17:41:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ; © Type of Practitio TELEPHONE C
(US & Canada) ner: ONSULTATION
Occurrenceof Vi NO
sitsor Contacts:
1l.e Physician or Healthcare Professional:
Date Location User Value Reason
Dec-31-2020 17:41:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, TELEPHONE CONSULTATION
(US & Canada) (0) (6)
| 1.e Occurrence of Visitsor Contacts:
| Date Location User Value Reason
Dec-31-2020 17:41:34 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NO
(US & Canada) (0) 6)
| 1f
|Date |Location |User |VaJue |Reason
Data Entry: Initial Entry

‘ Dec-31-2020 17:41:34

‘ ACVOPFEINFP6000 ‘ (b)(4),(b)(6)
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Header Text: c4591001

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

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

Subject No: 11171186

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete

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

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

(UTC-06:00) Central Time (E) (g)' Type of Practitioner: OTHE
(US & Canada) ®® R
Occurrence of Visitsor Co NO
ntacts:
| 1.f Physician or Healthcare Professional:
| Date L ocation User Value Reason
Dec-31-2020 17:41:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, OTHER
(US & Canada) (0) 6)
| 1.f Occurrence of Visitsor Contacts:
| Date Location User Value Reason
Dec-31-2020 17:41:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, NO

(US & Canada)

(b) (6)

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

’ Date L ocation User Value Reason
Dec-31-2020 17:41:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, NO
(US & Canada) (0) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Dec/14/2020

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

SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---

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

Back to Form

| 1. What isthe treatment | dentifier?

| Date L ocation User Value Reason
Dec-31-2020 17:41:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) (6)

2. Concomitant Non-drug Treatment Pre-specified:

Date L ocation User Value Reason
Dec-31-2020 17:41:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (b) (6)

| 3. Treatment:

| Date L ocation User Value Reason
Dec-31-2020 17:41:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) 6)

| 4. Treatment:

| Date L ocation User Value Reason
Dec-31-2020 17:41:44 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (0) (6)

| 5. Start Date:

| Date L ocation User Value Reason
Dec-31-2020 17:41:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) (6)
6. Ongoing?
Date L ocation User Value Reason
Dec-31-2020 17:41:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (O Not Done
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Dec/14/2020

Form Version: 06-Jul-2020 21:52

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete

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

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

Back to Form

| 1. Category of Clinical Event:

| Date L ocation | User | Value Reason
Dec-31-2020 17:42:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | POTENTIAL COVID-19 ILLNESS

2. Was a diagnosis obtained for Potential COVID-19 I lIness?

Date L ocation User Value Reason
Dec-31-2020 17:42:01 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, NO
(US & Canada) (b) (6)

| 3. Toxicity Grade:

| Date L ocation User Value Reason
Dec-31-2020 17:42:01 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4,
(US & Canada) (0) 6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Dec/14/2020

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen

SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---

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

Back to Form

| 1. Category of Clinical Event:

| Date L ocation User Value Reason
Dec-31-2020 17:42:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) (6)

2. Subcategory of Clinical Event:

Date L ocation User Value Reason
Dec-31-2020 17:42:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done

(US & Canada) (b) (6)

| 3. Was a diagnosis obtained?

| Date L ocation User Value Reason
Dec-31-2020 17:42:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) 6)

| 4. Toxicity Grade:

| Date L ocation User Value Reason
Dec-31-2020 17:42:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (0) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

Dec/14/2020 Audit Trail History

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

SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---

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

Back to Form

090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

| 1. Lab Panel:
| Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done

(US & Canada) (0) (6)

2. Laboratory Name and Address

Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done

(US & Canada) (b) (6)

| 3. Collection Date:

| Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) 6)
| 4. Specimen Type:
| Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (0) (6)
[5a
| Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' . Sponsor-Defined I dentifi Not Don
(US & Canada) (b) (6) o o
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don

e
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Subject No: 11171186
Generated By: (b) (4)

Dec/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

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

5.a Sponsor ID:
Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) (6)

| 5.a Test:

| Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () 6)

| 5.a Result:

| Date Location User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)

’ 5.a Not Done:

’ Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

-06: entral Time ) ot Done

(UTC-06:00) Central Ti 4) Not D
(US & Canada) (0) (6)

| 5aLNMT

| Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) (6)

50

| Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' . Sponsor -Defined | dentifi Not Don
(US & Canada) () (®) o o

Test:: Not Don
e
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Header Text: c4591001

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

Dec/14/2020

Form Version: 15-Sep-2020 21:51

SiteNo: 1117
Subject No: 11171186
Generated By: (b) (4)

Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
| 5.b Sponsor ID:
| Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) 6)
| 5.b Test:
| Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) () (6)
|55 Result:
| Date Location User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)
| 5.b Not Done:
Date Location User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)
| 5bLNMT
| Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (0) 6)
| 5.c
| Date Location User Value Reason
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Dec/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time ), Sponsor -Defined Identifi Not Don
(US & Canada) ®)® er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Dec/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171186
Generated By: (b) (4)

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

5.c Sponsor ID:

Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done

(US & Canada) (0) (6)

| 5.c Test:

| Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () 6)

| 5.c Result:

| Date Location User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)

’ 5.c Not Done:

’ Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) (6)

| 5.cLNMT

| Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) (6)

5

| Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' . Sponsor -Defined | dentifi Not Don
(US & Canada) () (®) o o

Test:: Not Don

e

Page 354 of 423

*** Confidential***

FDA-CBER-2021-5683-0797024




090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

Dec/14/2020

SiteNo: 1117
Subject No: 11171186
Generated By: (b) (4)

Form Version: 15-Sep-2020 21:51

Audit Trail History
Form Status: Data Complete, Frozen

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
| 5.d Sponsor ID:
| Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) 6)
| 5.d Test:
| Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) () (6)
|50 Result:
| Date Location User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)
| 5.d Not Done:
Date Location User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)
| 5.dLNMT
| Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (0) 6)
| 5e
| Date Location User Value Reason
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Dec/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time ), Sponsor -Defined Identifi Not Don
(US & Canada) ®)® er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
Page 356 of 423

*** Confidential***
FDA-CBER-2021-5683-0797026




Header Text: c4591001
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Subject No: 11171186
Generated By: (b) (4)

Dec/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Frozen
SiteNo: 1117 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-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done

(US & Canada) (0) (6)

| 5.eTest:

| Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () 6)

| 5.e Result:

| Date Location User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)

’ 5.e Not Done:

’ Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) (6)

| 5.eLNMT

| Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) (6)

| 5.f

| Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' . Sponsor -Defined | dentifi Not Don
(US & Canada) () (®) o o

Test:: Not Don
e
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Header Text: c4591001

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

Dec/14/2020

Form Version: 15-Sep-2020 21:51

SiteNo: 1117
Subject No: 11171186
Generated By: (b) (4)

Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
| 5.f Sponsor ID:
| Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) 6)
| 5.f Test:
| Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) () (6)
|51 Result
| Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)
| 5.f Not Done:
Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)
| 5fLNMT
| Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (0) 6)
| 5.9
| Date Location User Value Reason
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Dec/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time ), Sponsor -Defined Identifi Not Don
(US & Canada) ®)® er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Dec/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Frozen

SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5.g Sponsor ID:

Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done

(US & Canada) (0) (6)

| 5.9 Test:

| Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () 6)

| 5.9 Result:

| Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)

’ 5.g Not Done:

’ Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) (6)

| 5gLNMT

| Date L ocation User Value Reason
Dec-31-2020 17:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Dec/14/2020 Audit Trail History

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

SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---

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

Back to Form

| 1. Lab Pane
| Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done

(US & Canada) (0) (6)

2. Laboratory Name and Address

Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done

(US & Canada) (b) (6)

| 3. Collection Date:

| Date Location User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) 6)
| 4. Specimen Type:
| Date Location User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Done
(US & Canada) (0) (6)
[5a
| Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time e Sponsor -Defined I dentifi Not Don
(US & Canada) (0) (6) o e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don

e
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Header Text: c4591001
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Dec/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171186
Generated By: (b) (4)

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

5.a Sponsor ID:
Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) (6)

| 5.a Test:

| Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () 6)

| 5.a Result:

| Date Location User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)

’ 5.a Not Done:

’ Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

-06: entral Time ) ot Done

(UTC-06:00) Central Ti 4) Not D
(US & Canada) (0) (6)

| 5aLNMT

| Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) (6)

50

| Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' . Sponsor-Defined I dentifi Not Don

Test:: Not Don

e
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Header Text: c4591001

Dec/14/2020

SiteNo: 1117
Subject No: 11171186
Generated By: (b) (4)

Form Version: 15-Sep-2020 21:55

Audit Trail History
Form Status: Data Complete, Frozen

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
| 5.b Sponsor ID:
| Date Location User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) 6)
| 5.b Test:
| Date Location User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) () (6)
] 5.b Result:
| Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)
| 5.b Not Done:
Date Location User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)
| 5bLNMT
| Date Location User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (0) 6)
| 5.c
| Date L ocation User Value Reason
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Header Text: c4591001
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Dec/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time ), Sponsor -Defined Identifi Not Don
(US & Canada) ®)® er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
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Subject No: 11171186
Generated By: (b) (4)

Dec/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen
SiteNo: 1117 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-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) (6)

| 5.c Test:

| Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () 6)

| 5.c Result:

| Date Location User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)

’ 5.c Not Done:

’ Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

-06: entral Time ) ot Done

(UTC-06:00) Central Ti 4) Not D
(US & Canada) (0) (6)

| 5.cLNMT

| Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) (6)

5

| Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' . Sponsor-Defined I dentifi Not Don

Test:: Not Don
e
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Header Text: c4591001

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

Dec/14/2020

Form Version: 15-Sep-2020 21:55

SiteNo: 1117
Subject No: 11171186
Generated By: (b) (4)

Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
| 5.d Sponsor ID:
| Date Location User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) 6)
| 5.d Test:
| Date Location User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) () (6)
] 5.d Result:
| Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)
| 5.d Not Done:
Date Location User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)
| 5dLNMT
| Date Location User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (0) 6)
| 5.e
| Date L ocation User Value Reason
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Dec/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time ), Sponsor -Defined Identifi Not Don
(US & Canada) ®)® er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
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Header Text: c4591001
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Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171186
Generated By: (b) (4)

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

5.e Sponsor ID:

Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done

(US & Canada) (0) (6)

| 5.eTest:

| Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () 6)

| 5.e Result:

| Date Location User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)

’ 5.e Not Done:

’ Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) (6)

| 5.eLNMT

| Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) (6)

| 5.f

| Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' . Sponsor -Defined | dentifi Not Don
(US & Canada) () (®) o o

Test:: Not Don

e
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

Dec/14/2020

SiteNo: 1117
Subject No: 11171186
Generated By: (b) (4)

Form Version: 15-Sep-2020 21:55

Audit Trail History
Form Status: Data Complete, Frozen

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

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
| 5.f Sponsor ID:
| Date Location User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) 6)
| 5.f Test:
| Date Location User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) () (6)
] 5f Result:
| Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)
| 5.f Not Done:
Date Location User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)
| 5f LNMT
| Date Location User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (0) 6)
| 5.9
| Date L ocation User Value Reason
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Dec/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time ), Sponsor -Defined Identifi Not Don
(US & Canada) ®)® er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Subject No: 11171186
Generated By: (b) (4)

Dec/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

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

5.g Sponsor ID:
Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) (6)

| 5.9 Test:

| Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () 6)

| 5.9 Result:

| Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)

’ 5.g Not Done:

’ Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

-06: entral Time ) ot Done

(UTC-06:00) Central Ti 4) Not D
(US & Canada) (0) (6)

| 5gLNMT

| Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) (6)

| 5h

| Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' . Sponsor-Defined I dentifi Not Don

Test:: Not Don
e
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

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

Dec/14/2020

Form Version: 15-Sep-2020 21:55

SiteNo: 1117
Subject No: 11171186
Generated By: (b) (4)

Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1117) Sundance Clinical Research

Subject Initials: ---

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

Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
| 5.h Sponsor ID:
| Date Location User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) 6)
| 5.h Test:
| Date Location User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) () (6)
] 5.h Result:
| Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)
| 5.h Not Done:
Date Location User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)
| 5hLNMT
| Date Location User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (0) 6)
| 5.
| Date L ocation User Value Reason
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Dec/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time ), Sponsor -Defined Identifi Not Don
(US & Canada) ®)® er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Dec/14/2020 Audit Trail History

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

SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---

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

Back to Form

| 5.i Sponsor ID:

| Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (0) 6)

| 5.i Test:

| Date Location User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (0) (6)

|51 Result:

’ Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (0) (6)

| 5.i Not Done:

| Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) (6)

| 5i LNMT

| Date L ocation User Value Reason
Dec-31-2020 17:43.06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) 6)

| 5,

| Date Location User Value Reason
Dec-31-2020 17:43:06 . ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time e Sponsor -Defined I dentifi Not Don
(US& Canada) (b) (6) o e

Test:: Not Don
e
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Dec/14/2020 Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
| 5.j Sponsor ID:
| Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) 6)
| 5.j Test:
| Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) () (6)
] 5] Result:
| Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)
|5.j Not Done:
Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)
| 5j LNMT
| Date L ocation User Value Reason
Dec-31-2020 17:43:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (0) 6)
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Dec/14/2020

Form Version: 15-Sep-2020 21:52

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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

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

Back to Form

| 1. Date:
| Date L ocation User Value Reason
Dec-31-2020 17:43:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) (6)
2a
Date L ocation User Value Reason
Dec-31-2020 17:43:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Record I dentifier:: Not D
(US & Canada) (b) (6) one
Systalic:: Not D
one
Diastalic:: Not D
one
Respiratory Ratein respira Not D
tiongminute: one
Heart Ratein beats/minute Not D
: one
| 22 Record I dentifier:
| Date L ocation User Value Reason
Dec-31-2020 17:43:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (b) (6)
2.a Systalic:
Date L ocation User Value Reason
Dec-31-2020 17:43:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) (6)
| 2.a Diastolic:
| Date L ocation User Value Reason
Dec-31-2020 17:43:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) (0) 6)
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

Dec/14/2020

SiteNo: 1117
Subject No: 11171186
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 15-Sep-2020 21:52

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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

2.a Respiratory Rate in respirationgminute:

Date Location User Value Reason
Dec-31-2020 17:43:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) (6)

| 2.a Heart Rate in beatsminute:

| Date Location User Value Reason
Dec-31-2020 17:43:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Not Done
(US & Canada) () 6)
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

Dec/14/2020
Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

Subject No: 11171186
Generated By: (b) (4)

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

Back to Form

| 1. Date:
| Date L ocation User Value Reason
Dec-31-2020 17:43:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done

(US & Canada) (0) (6)

2a

Date L ocation User Value Reason
Dec-31-2020 17:43:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ; ©) Record Identifier:: Not Done

(US& Canada) Oxygen Saturation: Not Done

| 2.a Record | dentifier:

| Date L ocation User Value Reason
Dec-31-2020 17:43:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)

’ 2.2 SPO2 Pulse Oximetry %

’ Date L ocation User Value Reason
Dec-31-2020 17:43:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (4, Not Done
(US & Canada) (0) (6)
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

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

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

Subject No: 11171186
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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

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

Back to Form

| 1. Date Time of Assessment:

| Date L ocation User Value Reason
Dec-31-2020 17:44.07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done

(US & Canada) (0) (6)

2. Arterial Blood Gases PaO2 (mmHg):

Date L ocation User Value Reason
Dec-31-2020 17:44:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done

(US & Canada) (b) (6)

| 3. FiO2 (Fraction of Inhaled Oxygen):

| Date L ocation User Value Reason
Dec-31-2020 17:44:07 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done

(US & Canada) (0) 6)
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Dec/14/2020

Form Version: 06-Jul-2020 21:55

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF Audit
Trail History

Form Status: Data Complete, Frozen

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

Back to Form

| 1. What is the medication identifier?

| Date L ocation User Value Reason

Dec-31-2020 17:44:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
-06: entral Time ) ot Done

(UTC-06:00) Central Ti 4 Not D

(US & Canada) (0) (6)

2. Category:
Date L ocation User Value Reason
Dec-31-2020 17:44:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (b) (6)

| 3. Concomitant Medications Pre-specified:

| Date L ocation User Value Reason
Dec-31-2020 17:44:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) 6)
4. Medication:

formulation).

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

| Date L ocation User Value Reason
Dec-31-2020 17:44:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) 6)
| 5. Start Date:
| Date L ocation User Value Reason
Dec-31-2020 17:44:24 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Not Done
(US & Canada) (0) (6)
| 6. Ongoing?
| Date L ocation User Value Reason
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

Subject No: 11171186
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF Audit

Dec/14/2020 Trail History
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research

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

Dec-31-2020 17:44:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done
(US & Canada) (0) (6)
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: IMAGING - eCRF Audit Trail History

Dec/14/2020

Form Version: 06-Jul-2020 21:53

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

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

Back to Form

| 1. Date of Assessment:

| Date L ocation User Value Reason
Dec-31-2020 17:44:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done

(US & Canada) (0) (6)

2. Location of Assessment:

Date L ocation User Value Reason
Dec-31-2020 17:44:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done

(US & Canada) (b) (6)

| 3. Type of Imaging Exam:

| Date L ocation User Value Reason
Dec-31-2020 17:44:39 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Not Done

(US & Canada) (0) 6)

| 4. Assessment:

| Date L ocation User Value Reason
Dec-31-2020 17:44:39 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Not Done

(US & Canada) (0) (6)
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

on Feb/01/2021

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

Subject No: 11171186

Generated By: (b) (4)

Visit: POT_COVID_CONVA 1 - Unscheduled Visit 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 Location User Value Reason
Feb-11-2021 14:42:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Feb/1/2021

(US & Canada) (0) (6)

| 3. COVID-19 llIness Visit:

| Date L ocation User Value Reason
Feb-11-2021 14:42:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, COVID_A1

(US & Canada)

(b) (6)
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

on Feb/01/2021

Form Version: 22-Apr-2020 21:03

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

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

Back to Form

| 1. Data Origin
| Date L ocation | User | Value Reason
Feb-11-2021 14:42:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Feb-11-2021 14:42:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM
(US & Canada)
| 3. Sample Collected?
| Date L ocation User Value Reason
Feb-11-2021 14:42:51 ACVOPFEINFPE000 |autoquery |Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Feb-11-2021 14:42:40 ACVOPFEINFP6E000 |autoquery | Query 1: Candidate ‘Sample Collected? is
(UTC-06:00) Central Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Feb-11-2021 14:42:40 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Centra Time 4), YES
(US & Canada) () (6) Date of Collection:
Feb/1/2021
5a
Date L ocation User Value Reason
Feb-11-2021 14:42:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (8 Sample |D: BSFB40
(US & Canada) (0) (6)
| 5.aSampleID
| Date L ocation User Value Reason
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

on Feb/01/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171186
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

Feb-11-2021 14:42:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, BSFB40
(US & Canada) (0) (6)

50

| Date L ocation User Value Reason
Feb-11-2021 14:43:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ﬁ o Sample | D: BSFB41
(US & Canada) (0) 6)

| 5.b Sample 1D

| Date Location User Value Reason
Feb-11-2021 14:43:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), BSFB41
(US & Canada) (0) (6)

[0

’ Date L ocation User Value Reason
Feb-11-2021 14:55:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)v . Sample | D: BP591B
(US & Canada) (0) (6)

| 5.c Sample D

| Date L ocation User Value Reason
Feb-11-2021 14:55:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, BP591B
(US & Canada) (b) (6)

5

| Date L ocation User Value Reason
Feb-11-2021 14:55:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (3)- . Sample | D: BP591C
(US & Canada) (b) (6)

| 5.d Sample 1D

| Date Location User Value Reason
Feb-11-2021 14:55:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, BP591C

(US & Canada)

(b) (6)
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

on Feb/01/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1117
Subject No: 11171186
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

5e
Date L ocation User Value Reason
Feb-11-2021 14:55:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Sample | D: BP591D
(US & Canada) (0) (6)

| 5.e Sample D

| Date L ocation User Value Reason
Feb-11-2021 14:55:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), BP591D
(US & Canada) () 6)
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1117
Subject No: 11171186
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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date Location User Value Reason

Jan-26-2021 17:40:40 ACVOPFEINFP6000 |(b) Form Deleted UNDELETED TO

(UTC-06:00) Central Time (4), ADDRESS QUERY,

(US & Canada) () (6) DELETED AGAIN
ASPER
INVESTIGATOR
GUIDANCE.

Jan-26-2021 17:37:46 ACVOPFEINFPS000 |(b) Form Undeleted Changed

(UTC-06:00) Central Time (4, Information

(US & Canada) (0) (6)

Dec-03-2020 18:18:30 ACVOPFEINFP6000 | (b) Form Deleted PER

(UTC-06:00) Central Time 4, INVESTIGATOR:

(US & Canada) (0) (6) AFTER
COMPREHENSIVE
REVIEW, HISAE
ISPART OF
MEDICAL
HISTORY AND
NOT A NEW OR
WORSENING
ISSUE.

Nov-02-2020 12:50:50 ACVOPFEINFP6000 |(b) Form Created

(UTC-06:00) Central Time (4,

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

090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall
Form Version: 22-Apr-2020 21:02 Form Status:
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Date L ocation User Value Reason
Nov-02-2020 12:56:06 ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Central Time (4),
(US & Canada) () 6)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall
Form Version: 22-Apr-2020 21:02 Form Status:
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Date L ocation User Value Reason
Nov-02-2020 12:58:52 ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Central Time (4),
(US & Canada) (b) (6)
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Header Text: c4591001

090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall
Form Version: 22-Apr-2020 21:02 Form Status:
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Date L ocation User Value Reason
Nov-02-2020 13:00:46 ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Central Time (4),
(US & Canada) () 6)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall
Form Version: 22-Apr-2020 21:02 Form Status:
SiteNo: 1117 Site Name: (1117) Sundance Clinical Research
Subject No: 11171186 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Date L ocation User Value Reason
Nov-02-2020 13:52:50 ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Central Time (4),
(US & Canada) () 6)
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11171186

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status. Data Complete, Deleted

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

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

| 1. Category:
|Date L ocation |User |VaJue Reason
Nov-02-2020 12:50:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | ADVERSE EVENT
(US & Canada)
| 2. AE ID:
| Date L ocation | User | Value Reason
Nov-02-2020 12:50:50 ACVOPFEINFP6000 [autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocdlc) |1
(US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
| Date L ocation User Value Reason
Nov-02-2020 12:50:50 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), DEPRESSION, WORSENING
(US& Canada) () (6)
| 4. Start Date Time:
| Date L ocation User Value Reason
Nov-02-2020 12:50:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Oct/19/2020 UNK:UNK
(US & Canada) () (6)
| 5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Jan-28-2021 08:09:58 ACVOPFEINFP6000 | Juleen Query 1: Closed Response satisfies
(UTC-06:00) Central Time Gayed query
(US & Canada) (b) (4)
Jan-26-2021 17:39:40 ACVOPFEINFP6000 |(b) Query 1: Answered PER
(UTC-06:00) Centra Time 4), INVESTIGATOR,
(US & Canada) (0) 6) DEPRESSION IS
LIKELY
UNTREATED AND
ISPROBABLY
ALWAY SBAD FOR
THISPARTICIPANT
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Deleted

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

Subject No: 11171186 Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

CAPTURING THE

EVENTS THAT
MANIFEST FROM
THE DISORDER
ARE MOST
IMPORTANT.
Dec-09-2020 10:37:31 ACVOPFEINFP6000 | Juleen Query 1: Reissued:Opened Clin: Please provide
(UTC-06:00) Central Time Gayed info asto why thisAE
(US & Canada) (b) (4) was deleted?
Dec-02-2020 14:44:23 ACVOPFEINFP6000 |(b) Query 1: Answered AEISSTILL
(UTC-06:00) Central Time @), ONGOING,
(US & Canada) (0) (6) INVESTIGATOR TO
REVIEW AT NEXT
SCHEDULED
PROTOCOL VISIT
Dec-02-2020 06:47:33 ACVOPFEINFP6000 |Juleen Query 1: Opened Clin: Please confirm if
(UTC-06:00) Central Time Gayed thisAE is till
(US & Canada) (b) (4) ongoing?
Nov-02-2020 12:50:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), YES
(US & Canada) (0) (6)

’ 6. Toxicity Grade:

’ Date L ocation User Value Reason
Nov-02-2020 12:50:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @),

(US & Canada) () (6)

7. | sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization; Persistent or significant

disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason

Nov-11-2020 13:43:40 ACVOPFEINFP6000 |Giselle Query 1: Closed Response satisfies

(UTC-06:00) Central Time Cadtillo query

(US & Canada) (b) (4)

Nov-03-2020 17:46:16 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Answered PER INVESTIGATOR,

(UTC-06:00) Central Time DEPRESSION ISA
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11171186

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Deleted

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

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

*** THISREPEATING FORM HASBEEN DELETED ***

(US & Canada)

SEVERE AND
ONGOING MENTAL
HEALTH ISSUE
WITH THE
PARTICIPANT. THE
MANIFESTATION OF
SUICIDAL IDEATION
ISTHE SERIOUS
EVENT THAT LED
TO
HOSPITALIZATION.

Nov-03-2020 11:41:35 ACVOPFEINFP6000 |Giselle Query 1: Opened In the narrative
(UTC-06:00) Central Time Cadtillo submitted to safety, it
(US & Canada) (b) (4) has been recorded that
"primary admitting
diagnosis for the
hospitalization was
depression with
suicidal ideation". If
subject was
hospitalized due to
Depression, please
reassess seriousness
accordingly.
Nov-02-2020 12:50:50 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) NO
(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
Nov-02-2020 12:50:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) () (6)
| 9. Isthis event related to study treatment:
| Date L ocation User Value Reason
Nov-02-2020 12:50:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time 4), NOT RELATED
(US & Canada) () (6) If Not Related to study treatment(s),
this event is due to:
OTHER
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status. Data Complete, Deleted

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

*** THISREPEATING FORM HASBEEN DELETED ***

If Other, specify:
SITUATIONAL

10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Nov-02-2020 12:50:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, NOT APPLICABLE
(US & Canada) () (6)

| 11. Was a Concomitant Medication given?

| Date Location User Value Reason
Nov-02-2020 12:50:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) ) 6)

| 12. Was a Non-Drug Treatment given?

| Date Location User Value Reason
Nov-02-2020 12:50:50 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), YES
(US & Canada) () (6)

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

| Date L ocation User Value Reason
Nov-02-2020 12:50:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (4), NOT RECOVERED/NOT RESOLV
(US & Canada) () (6) ED
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Nov-02-2020 12:50:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, NO
(US & Canada) () (6)

Page 395 of 423

*** Confidential***
FDA-CBER-2021-5683-0797065



090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11171186

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
Nov-02-2020 12:56:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | ADVERSE EVENT

(US & Canada)

’ 2. AE|D:

’ Date L ocation | User | Value Reason
Nov-02-2020 12:56:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |2

(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User ‘ Value ’ Reason
Nov-11-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Query | Acceptable discrepancy per
05:46:42 2. Clo |discussion with Clinical
(UTC-06:00) sed
Central Time
(US&
Canada)
Nov-09-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Response satisfies query
00:25:01 1: Clo
(UTC-06:00) sed
Central Time
(US&
Canada)
Nov-07-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | SAE RECON: For Clinical
09:50:33 2:Re |review
(UTC-06:00) ssued:
Central Time Candi
(Us& date
Canada)
Nov-06-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Changed Information
12:55:42 (6) Entry
(UTC-06:00) N
Central Time SUICI
(US& DAL |
Canada) DEAT
ION

Page 396 of 423

*** Confidential***
FDA-CBER-2021-5683-0797066
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version:
Site No: 1117

Subject No: 11171186
Generated By: (b) (4)

22-Apr-2020 21:02

Site Name: (1117) Sundance Clinical Research

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

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

WITH
ATTE
MPT
Nov-06-2020 | ACVOPFEINFPG000 (b) (4), (b) Query |'DEPRESSION WITH
12:49:51 (6) 2: Ans | SUICIDAL IDEATION'IS
(UTC-06:00) wered | THE NOTED
Central Time CONDITION, WHILE
(Us& 'SUICIDAL ATTEMPT' IS
Canada) A MEDICAL EVENT
ASSOCIATED WITH
CONDITION. 'SUICIDAL
ATTEMPT' ISNOT THE
ADDMISSION
DIAGNOSIS. PLEASE
CLARIFY WHAT IS
REQUIRED FOR THIS
QUERY.
Nov-06-2020 | ACVOPFEINFPG000 (b) (4), (b) Query | Query isambiguous
11:52:16 (6) 1: Ans
(UTC-06:00) wered
Centra Time
(US&
Canada)
Nov-04-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | SAE
05:54:45 2: Op | RECON:AER#2020415388,
(UTC-06:00) ened |thetermin Safety database
Central Time was reported as 'depression
(US& with suicidal ideation’ while
Canada) ‘suicidal attempt' in AE
CRF. Please confirm. If
safety updateis required,
submit afollow-up SAE
Form.
Nov-04-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query | The AE SUICIDAL
01:22:34 (b) (4) 1:Op | ATTEMPT was reported but
(UTC-06:00) ened |isalsolistedin Medical
Central Time History. Please clarify if this
(Us& isaworsening of the
Canada) baseline condition, and if
s0, please consider adding
"worsening" to the AE term.
AE as baseline conditions
should only be reported as
AEsif they worsen. (b)
(@)
Nov-02-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data | Initial Entry
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1117
Subject No: 11171186
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

12:56:06
(UTC-06:00)
Central Time
(Us&
Canada)

(b) (), () (6) Entry
suIC
DAL
ATTE
MPT

| 4, Start Date Time:

| Date L ocation User Value Reason
Nov-02-2020 12:56:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Oct/19/2020 UNK:UNK
(US & Canada) (0) (6)
5. Isthe adverse event till ongoing?
Date L ocation User Value Reason
Nov-02-2020 12:56:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (©) (6) End Date Time:
Oct/26/2020 UNK:UNK
| 6. Toxicity Grade:
| Date Location User Value Reason
Nov-02-2020 12:56:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 3

(US & Canada)

4),
(b) (6)

7. |sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason

Nov-03-2020 06:44:56 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Nov-02-2020 12:56:06 ACVOPFEINFP6000 |autoquery |Query 1: Candidate For AE SUICIDAL

(UTC-06:00) Central Time (autoquery) ATTEMPT: Response

(US & Canada) to "Isthe adverse

event serious?" is
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1117) Sundance Clinical Research

090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Subject No: 11171186
Generated By: (b) (4)

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

'Yes but " Serious
Adverse Event
Number" is blank.
Nov-02-2020 12:56:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, YES
(US & Canada) (b) (6) Isthis serious event associated with
congenital anomaly or birth defect?
NO
Did this serious event result in deat
h?
NO
Did this serious event require or pro
long hospitalization?
YES
Did this serious event result in persi
stent or significant disability/incapa
city?
NO
Isthis serious event life threatening
?
NO
Other medically important 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 Location User Value Reason
Nov-02-2020 12:56:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), NO
(US & Canada) () (6)
’ 9. Isthis event related to study treatment:
’ Date L ocation User Value Reason
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11171186

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

Nov-02-2020 12:56:06 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @, NOT RELATED
(US & Canada) (0) 6) If Not Related to study treatment(s),
this event is due to:
OTHER
If Other, specify:
MAJOR DEPRESSION
| 10. Latest Action Taken with Study Treatment:
| Date L ocation User Value Reason
Dec-03-2020 17:35:27 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Central Time @, DRUG WITHDRAWN
(US & Canada) (0) (6)
Nov-02-2020 12:56:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (OF NOT APPLICABLE
(US & Canada) (0) (6)
| 11. Was a Concomitant Medication given?
| Date L ocation User Value Reason
Nov-02-2020 12:56:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (O YES
(US & Canada) () (6)
| 12. Was a Non-Drug Treatment given?
| Date Location User Value Reason
Nov-02-2020 12:56:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES
(US & Canada) o)
| 13. What was the outcome of this adverse event?:
| Date Location User Value Reason
Nov-02-2020 12:56:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), RECOVERED/RESOLVED
(US & Canada) () (6)
’ 14. Did the adverse event cause the subject to be discontinued from the study?
’ Date L ocation User Value Reason
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Nov-17-2020 16:15:12
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFPG6000

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

Query 1: Closed

Response satisfies
query

Nov-17-2020 13:28:32
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 1: Answered

CHANGED DATUM
PER QUERY
REQUEST.

Nov-17-2020 13:28:32
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000

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

Data Entry:
NO

CHANGED DATUM
PER QUERY
REQUEST.

Nov-16-2020 19:53:52
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

If the subject is till in
the follow-up phase,
please update response
to NO asthe subject is
NOT discontinued
from the study dueto
this AE.

Nov-16-2020 18:31:33
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

THE SUBJECT HAS
BEEN
DISCONTINUED
FROM THE
TREATMENT
EVENTS,
HOWEVER SAFETY
FOLLOW-UPSWILL
OCCUR AT THE
PROTOCOL
DEFINED VISIT
SCHEDULE AND
MORE OFTEN IF
NEEDED. EOT
FORM WILL BE
COMPLETED. FUP
WILL NOT UNTIL
THE PARTICIPANT
HAS BEEN SEEN.

Nov-10-2020 21:32:35
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000

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

Query 1: Opened

Did the adverse event
cause the subject to be
discontinued from the
study?= YES,
however, the EOT and
FUP page are not
completed. Please
clarify if subject was
discontinued from
study and if so, please
update EOT page and
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FUP page accordingly.

Nov-02-2020 12:56:06
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(6) YES

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

| Date L ocation | User |Value Reason
Nov-03-2020 06:44:56 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

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

(b)(6) |2020415388
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Back to Form

| 1. Category:

| Date L ocation | User | Value Reason
Nov-02-2020 12:58:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | ADVERSE EVENT
(US & Canada)

’ 2. AE ID:

’ Date L ocation | User ‘ Value Reason
Nov-02-2020 12:58:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |3
(US & Canada)

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

’ Date L ocation User Value Reason
Nov-02-2020 12:58:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), ACUTE GASTRITIS W/O HEMMO
(US & Canada) (0) (6) RRHAGE

| 4. Start Date Time:

| Date L ocation User Value Reason
Nov-02-2020 12:58:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Oct/23/2020 UNK:UNK
(US & Canada) () (6)

| 5. Isthe adverse event still ongoing?

| Date L ocation User Value Reason
Dec-09-2020 10:33:31 ACVOPFEINFP6000 | Juleen Query 1: Closed Response satisfies
(UTC-06:00) Central Time Gayed query
(US & Canada) (b) (4)

Dec-03-2020 18:19:35 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-06:00) Central Time 4, NO
(US & Canada) () (6) End Date Time:
Nov/30/2020 UNK:UNK

Dec-02-2020 14:44:39 ACVOPFEINFP6000 |(b) Query 1: Answered AEISSTILL
(UTC-06:00) Central Time (4), ONGOING,
(US& Canada) () (6) INVESTIGATOR TO
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REVIEW AT NEXT
SCHEDULED
PROTOCOL VISIT

Dec-02-2020 06:49:57 ACVOPFEINFP6000 | Juleen Query 1: Opened Clin: Please confirm if
(UTC-06:00) Centra Time Gayed thisAE is till

(US & Canada) (b) (4) ongoing?
Nov-02-2020 12:58:52 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES

(US & Canada) () (6)

| 6. Toxicity Grade:

| Date L ocation User Value Reason
Nov-02-2020 12:58:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), 2

(US & Canada) o)

7. 1sthe adver se event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; | 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
Nov-02-2020 12:58:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NO

(US & Canada) () (6)

8. Isthis adverse event the result of a study Medication Error?
I Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Nov-02-2020 12:58:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), NO

(US & Canada) () (6)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Nov-02-2020 12:58:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, NOT RELATED

(US & Canada) (0) (6) If Not Related to study treatment(s),

thisevent is due to:
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OTHER
If Other, specify:

UNKNOWN ETIOLOGY

10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Nov-02-2020 12:58:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, NOT APPLICABLE
(US & Canada) () (6)
| 11. Was a Concomitant Medication given?
| Date L ocation User Value Reason
Nov-02-2020 12:58:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES
(US & Canada) ) 6)
| 12. Was a Non-Drug Treatment given?
| Date L ocation User Value Reason
Nov-02-2020 12:58:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), YES
(US & Canada) () (6)
’ 13. What was the outcome of this adverse event?:
| Date L ocation User Value Reason
Dec-03-2020 18:20:01 ACVOPFEINFP6000 |autoquery | Query 1: Closed Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Dec-03-2020 18:20:01 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-06:00) Central Time (4), RECOVERED/RESOLVED
(US & Canada) (b) (6)
Dec-03-2020 18:19:35 ACVOPFEINFP6000 |autoquery | Query 1: Opened For AE ACUTE
(UTC-06:00) Central Time (autoquery) GASTRITISW/O
(US & Canada) HEMMORRHAGE:
Response to "What was
the outcome of this
adverse event?' is
'Recovering/Resolving'
but AE End Date/Time
is present.
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Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Nov-02-2020 12:58:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time ), RECOVERING/RESOLVING

(US & Canada) 1)

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

| Date L ocation User Value Reason
Nov-02-2020 12:58:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), NO
(US & Canada) () (6)
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Back to Form

| 1. Category:

| Date L ocation | User | Value Reason
Nov-02-2020 13:00:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | ADVERSE EVENT
(US & Canada)

’ 2. AE ID:

’ Date L ocation | User | Value Reason
Nov-02-2020 13:00:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) (4
(US & Canada)

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

’ Date L ocation User Value Reason
Nov-02-2020 13:00:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), BILIOUSVOMITING
(US & Canada) (0) (6)

| 4. Start Date Time:

| Date L ocation User Value Reason
Nov-02-2020 13:00:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Oct/23/2020 UNK:UNK
(US & Canada) () (6)

| 5. Isthe adverse event still ongoing?

| Date L ocation User Value Reason
Nov-02-2020 13:00:46 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) o) End Date Time:

Oct/27/2020 01:26
6. Toxicity Grade:
Date L ocation User Value Reason
Nov-02-2020 13:00:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4,
(US & Canada) () (6)
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7. |sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; | 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 Location User Value Reason
Nov-02-2020 13:00:46 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO

(US & Canada) () 6)

8. Isthis adverse event the result of a study Medication Error?
I Yes, record the type of medication error on the Medication Error Log.

| Date L ocation User Value Reason
Nov-02-2020 13:00:46 ACVOPFEINFPE6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) () 6)
| 9. Isthis event related to study treatment:
| Date L ocation User Value Reason
Nov-02-2020 13:00:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, NOT RELATED
(US & Canada) ) (6) If Not Related to study treatment(s),

this event is due to:
OTHER
If Other, specify:

ACTUE GASTRITIS

| 10. Latest Action Taken with Study Treatment:

| Date L ocation User Value Reason
Nov-02-2020 13:00:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NOT APPLICABLE

(US & Canada) () (6)

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Nov-02-2020 13:00:46 ACVOPFEINFP6000 |(b) (4). Data Entry: Initial Entry
(UTC-06:00) Central Time ®® YES
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| (US & Canada) |

| (b) (4). (b) (6) | |

| 12. Was a Non-Drug Treatment given?

|Date |L0cation |User |Value |Reason
Nov-02-2020 13:00:46 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES

(US & Canada) () 6)

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

| Date Location User Value Reason
Nov-02-2020 13:00:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), RECOVERED/RESOLVED

(US & Canada) () (6)

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

| Date L ocation User Value Reason
Nov-02-2020 13:00:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NO

(US & Canada)

®©
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen

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
Nov-02-2020 13:52:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | ADVERSE EVENT
(US & Canada)

’ 2. AE|D:

’ Date L ocation | User | Value Reason
Nov-02-2020 13:52:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |5
(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

’ Date L ocation User Value Reason
Nov-02-2020 13:52:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), ABDOMINAL PAIN
(US & Canada) (0) (6)

| 4. Start Date Time:

| Date L ocation User Value Reason
Nov-02-2020 13:52:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Oct/26/2020 UNK :UNK
(US & Canada) () (6)

| 5. Isthe adverse event still ongoing?

| Date Location User Value Reason
Nov-02-2020 13:52:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) o) End Date Time:

Oct/27/2020 UNK:UNK

6. Toxicity Grade:

Date L ocation User Value Reason
Nov-02-2020 13:52:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4,
(US & Canada) () (6)
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7. 1sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; | 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 Location User Value Reason
Nov-02-2020 13:52:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO

(US & Canada) () 6)

8. Isthis adverse event the result of a study Medication Error?
I Yes, record the type of medication error on the Medication Error Log.

| Date L ocation User Value Reason
Nov-02-2020 13:52:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO

(US & Canada) () 6)

| 9. Isthis event related to study treatment:

| Date L ocation User Value Reason
Nov-02-2020 13:52:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, NOT RELATED
(US & Canada) ) (6) If Not Related to study treatment(s),
this event is due to:
OTHER
If Other, specify:

ACUTE GASTRITIS

| 10. Latest Action Taken with Study Treatment:

| Date L ocation User Value Reason
Nov-02-2020 13:52:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4 NOT APPLICABLE

(US & Canada) () (6)

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Nov-02-2020 13:52:50 ACVOPFEINFP6000 |(b) (4). Data Entry: Initial Entry
(UTC-06:00) Central Time ®® YES
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| (US & Canada) |

| (b) (4). (b) (6) | |

| 12. Was a Non-Drug Treatment given?

|Date |L0cation |User |Value |Reason
Nov-02-2020 13:52:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO

(US & Canada) () 6)

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

| Date L ocation User Value Reason
Nov-02-2020 13:52:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), RECOVERED/RESOLVED

(US & Canada) () (6)

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

| Date L ocation User Value Reason
Nov-02-2020 13:52:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), NO

(US & Canada)

(b) (6)
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Back to Form

| 1. Date of Completion/Discontinuation/Death :

| Date L ocation User Value Reason
Nov-16-2020 18:33:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time 4, Oct/26/2020
(US & Canada) (b) (6)
2. Phase of Disposition:
Date L ocation User Value Reason
Nov-16-2020 18:33:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | VACCINATION
(US & Canada)
| 3. Status:
| Date L ocation User Value Reason
Dec-04-2020 06:05:52 ACVOPFEINFP6000 |Hayley Query 2: Closed Response satisfies
(UTC-06:00) Central Time Wyper query
(US & Canada) (b) (4)
Dec-03-2020 18:00:51 ACVOPFEINFP6000 | auto query Query 3: Closed Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Dec-03-2020 18:00:00 ACVOPFEINFP6000 | auto query Query 3: Opened Response to " Status”
(UTC-06:00) Central Time (autoquery) isSADVERSE EVENT
(US & Canada) but " Specify Status' is
Provided.
Dec-03-2020 18:00:00 ACVOPFEINFPE000 |auto query | Query 2: Answered Changed Information
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Dec-03-2020 18:00:00 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Centra Time 4. ADVERSE EVENT
(US & Canada) o
Dec-03-2020 06:46:14 ACVOPFEINFP6000 | Hayley Query 2: Opened CLINQUERY:
(UTC-06:00) Central Time Wyper 'Specify status field
(US & Canada) (b) (4) indicates the SAE was
involved in decision to
discontinue treatment.
If correct, the AE
should be linked to
EOT reason as
priority, and status
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 2155

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

Form: DISPOSITION - 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

should be ADVERSE
EVENT. AE entry
should also indicate
DRUG
WITHDRAWN at q10

Nov-16-2020 18:34:56 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Nov-16-2020 18:33:55 ACVOPFEINFP6000 | auto query Query 1: Opened Response to " Status”

(UTC-06:00) Central Time (autoquery) isNO LONGER

(US & Canada) MEETS
ELIGIBILITY
CRITERIA but
"Specify Status' is
missing.

Nov-16-2020 18:33:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time 4. NO LONGER MEETS ELIGIBILIT

(US & Canada) () (6) Y CRITERIA

’ 4. Specify Status:

’ Date L ocation User Value Reason
Dec-03-2020 18:00:51 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Centra Time @,

(US & Canada) (0) (6)
Nov-16-2020 18:34:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, SAE EVENT, INVESTIGATOR DE
(US & Canada) ) 6) TERMINED SUBJECT NO LONGE
R MEETS CRITERIA FOR INCLU
SION
Page 414 of 423

*** Confidential***
FDA-CBER-2021-5683-0797084




090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

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

Subject No: 11171186

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

Mar-04-2021 13:50:33
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000 |(b)

User Value Reason
Data Entry: Initial Entry
@, Feb/1/2021

(b) (6)

*** Confidential***
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Header Text: c4591001

Visit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail
Unscheduled History

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

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

Subject No: 11171186 Subject Initials: ---

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

Back to Form

090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

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

| Date L ocation User Value Reason

Mar-04-2021 13:51:16 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Mar-04-2021 13:50:50 ACVOPFEINFP6000 |autoquery | Query 1: Candidate The response indicates

(UTC-06:00) Central Time (autoquery) participant was

(US & Canada) unblinded, however
the TREATMENT

UNBLINDED dateis
missing in the DISP
visit. Please complete
this date.

Mar-04-2021 13:50:50 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Participant iswilling to return for Va
(US & Canada) () (6) ccination 3

Participant is:

eligible per local/national recomm
endations and confirmed to haver
eceived only placebo at Vaccinati
on1/2
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Header Text: c4591001

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

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

Form: TREATMENT UNBLINDED - eCRF Audit 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 Treatment Unblinded :

| Date L ocation User Value Reason
Mar-08-2021 09:16:28 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-06:00) Centra Time @), Feb/1/2021
(US & Canada) () ()
Mar-04-2021 15:37:40 ACVOPFEINFP6000 |[autoquery | Query 1: Closed Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Mar-04-2021 15:37:40 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
(UTC-06:00) Centra Time 4), Feb/26/2021
(US & Canada) () 6)
Mar-04-2021 13:51:16 ACVOPFEINFP6000 |auto query | Query 1: Opened Responseto "Date
(UTC-06:00) Central Time (autoquery) Treatment Unblinded"
(US & Canada) 26/Mar/2021isa
future date relative to
when it was entered
on 04/Mar/2021.
Please correct.
Mar-04-2021 13:51:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Mar/26/2021
(US & Canada) (0) (6)
| 2. Primary Reason for Unblinding:
| Date L ocation User Value Reason
Mar-04-2021 13:51:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), ASSESSELIGIBILITY FORADDIT
(US & Canada) (0) (6) IONAL VACCINATION
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 22-Apr-2020 21:02

Site No: 1117
Subject No: 11171186
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
Mar-08-2021 14:33:01 ACVOPFEINFPG000 |(b) Query 1: Closed Response satisfies
(UTC-06:00) Central Time (4), query
(US & Canada) (b) (6)
Mar-05-2021 17:38:21 ACVOPFEINFP6000 |(b) Query 1: Answered SUBMITTING
(UTC-06:00) Central Time (4), SPECIMEN
(US & Canada) (0) (6) DESTRUCTION
FORM
Mar-05-2021 15:32:33 ACVOPFEINFP6000 |(b) Query 1: Opened HOLDS: Thelab
(UTC-06:00) Central Time (4), received nasal swab
(US & Canada) (b) (6) barcode BR6RT5 on
4-Feb-21 labeled
V101. Please review
and clarify which visit
this barcode belongs to
and update in
appropriate CRF.
Otherwise please
clarify.
Mar-04-2021 13:51:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4, Feb/1/2021
(US & Canada) () (6)
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

SiteNo: 1117

Header Text: c4591001
Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:31

Subject No: 11171186
Generated By: (b) (4)

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

Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF Audit

Back to Form

| 1. Consent Was:
| Date L ocation User Value Reason
Mar-08-2021 | ACVOPFEINFPG000 (b) Query 1: Cl | Response satisfies
12:22:16 (4), osed query
(UTC-06:00) (b) (6)
Centra Time
(US & Canada)
Mar-08-2021 | ACVOPFEINFPG000 (b) (4), (b) Query 1: An | Changed data per
09:16:45 (6) swered query
(UTC-06:00)
Central Time
(US & Canada)
Mar-05-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Op | DMW7624348;Date
21:24:35 (b) (4) ened Written Consent
(UTC-06:00) Obtained in the
Central Time Informed Consent -
(US & Canada) Further Vaccination
CRF should be equal
to or after Date
Treatment
Unblinded on the
Treatment
Unblinded CRF.
Please review and
update as
appropriate.
Mar-04-2021 ACVOPFEINFP6000 (b) (4), (b) Data Entry | Initial Entry
13:52:02 (6) :
(UTC-06:00) OBTAINE
Central Time D
(US & Canada) Date Writt
en Consen
t Obtained
Feb/1/20
21
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090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001
Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:30
SiteNo: 1117

Subject No: 11171186

Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - 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

[1a
| Date L ocation User Value Reason
Mar-04-2021 13:52:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time E‘gg’ ®) Crit Healthy participants, determine
(US & Canada) erio d by medical history, physical
n De examination (if required), and
scri clinical judgment of the investi
ptio gator to be éigible for the stud
n: y. Specific criteriaapply for HI
V/HCV/HBV
| 1.a Description of Inclusion Criterion Not Met
| Date L ocation User Value Reason
Mar-04-2021 13:52:22 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Healthy participants, determined by
(US & Canada) (0) (6) medical history, physical examination
(if required), and clinical judgment of
the investigator to be eligible for the s
tudy. Specific criteriaapply for HIV/
HCV/HBV
[2a
| Date L ocation User Value Reason
Mar-04-2021 13:52:38 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time Eﬁ; ©) Crite Other medical or psychiatric ¢
(US & Canada) rion ondition incl. recent (within pa
Desc st year) or active suicidal ideat
ripti ion/behavior/lab abnormality t
on: hat may increase the risk of st
udy participation
2.a Description of Exclusion Criterion Met
Date L ocation User Value Reason
Mar-04-2021 13:52:38 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Other medical or psychiatric conditio
(US & Canada) (b) (6) nincl. recent (within past year) or act
ive suicidal ideation/behavior/lab abn
ormality that may increase the risk of
study participation
Page 420 of 423

*** Confidential***
FDA-CBER-2021-5683-0797090




090177e196ae3da3\Final\Final On: 01-Apr-2021 04:40 (GMT)

Header Text: c4591001

Visit: V101 _VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION -
eCRF Audit Trail History

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

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

Subject No: 11171186 Subject Initials: ---

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

Back to Form

| 1. Date of Completion/Discontinuation/Death :

| Date Location User Value Reason
Mar-04-2021 13:52:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (@), Feb/1/2021

(US & Canada) (b) (6)

2. Phase of Disposition:

Date L ocation User Value Reason

Mar-04-2021 13:52:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | REPEAT SCREENING 1

(US & Canada)

| 3. Status:
| Date L ocation User Value Reason

Mar-04-2021 13:53:58 ACVOPFEINFP6000 |autoquery | Query 1: Closed Close Auto Query

(UTC-06:00) Central Time (autoquery)

(US & Canada)

Mar-04-2021 13:52:58 ACVOPFEINFP6000 |autoquery | Query 1: Opened Response to " Status’

(UTC-06:00) Central Time (autoquery) isSNO LONGER

(US & Canada) MEETS
ELIGIBILITY
CRITERIA but
"Specify Status' is
missing.

Mar-04-2021 13:52:58 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry

(UTC-06:00) Central Time (OF NO LONGER MEETSELIGIBILIT

(US & Canada) () (6) Y CRITERIA

4. Specify Status:

Date L ocation User Value Reason

Mar-04-2021 13:53:58 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central Time 4, INC3/EXC1

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

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

Site No: 1117
Subject No: 11171186
Generated By: (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified

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

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

Back to Form

| 1. Subject Status

| Date L ocation ‘ User | Value Reason
Dec-03-2020 18:00:00 ACVOPFEINFP6000 |autocalc |DataEntry: Changed Information
(UTC-06:00) Central Time (autocalc) | DISCONTINUED

(US & Canada)

Nov-16-2020 18:33:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | DISCONTINUED

(US & Canada)

Oct-08-2020 16:36:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | ENROLLED/RANDOMIZED

(US & Canada)

Oct-08-2020 16:34:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SCREENED

(US & Canada)

| 2. Subject Status Date

| Date L ocation | User | Value Reason
Dec-03-2020 18:00:00 ACVOPFEINFP6000 |autocalc |DataEntry: Changed Information
(UTC-06:00) Central Time (autocalc) | Oct/26/2020

(US & Canada)

Nov-16-2020 18:33:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Oct/26/2020

(US & Canada)

Oct-08-2020 16:36:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Oct/6/2020

(US & Canada)

Oct-08-2020 16:34:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Oct/6/2020

(US & Canada)
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Header Text: c4591001

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

Subject No: 11171186

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 17:12:50 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Click Hereto Enable
(US & Canada) () (6)
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