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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951107 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Cohort Selection

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

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

2. | Select appropriate response - What STAGE 3 COHORTS
cohort does the subject belong to?
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Header Text: 4591001

Vigit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Aug/7/2020
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1095

Subject No: 10951107
Generated By: (b) (4)

Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

*** Confidential***

Demography
1. | Subject ID [10951107]
2. | Birth Date: (b) (6) 1938
3. [ Sex: MALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that apply): WHITE
6. | Racia Designation:
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Aug/7/2020
2. | Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951107 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39

Form Comments

Inclusion Criteria Not M et

1 Description of Inclusion Criterion | Not Applicable

Not Met

Exclusion CriteriaMet

2. Description of Exclusion Criterion | Not Applicable

Met
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Header Text: 4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: DISPOSITION - SCREENING

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Disposition - Screening

1. | Date of Completion/Discontinuation | Aug/7/2020
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
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Header Text: 4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Medical History Details

la || Line/MH Number:

(1

Disease/Syndrome/Surgery [Coronary artery disease]
/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/2013
Ongoing: YES

1b Line/MH Number:

(2]

*** Confidential***

Disease/Syndrome/Surgery [Diabetes mellitus Type 2]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1995
Ongoing: YES
Le || Line/MH Number: [3]
Disease/Syndrome/Surgery [Hepatitis A]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1965
Ongoing: NO
End Date:
UNK/UNK/1965
1d || Line/MH Number: [4]
Disease/Syndrome/Surgery [Hyperchol esterolemia]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1998
Ongoing: YES
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

1e || Line/MH Number:

(5]

Disease/Syndrome/Surgery [Hypertension]
/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/2000
Ongoing: YES

11| Line/MH Number:

6]

Disease/Syndrome/Surgery [Irritable Bowel Syndrome]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2018
Ongoing: YES

19 || Line/MH Number: [7]
Disease/Syndrome/Surgery [Sleep apned]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2016
Ongoing: YES

1h Line/MH Number:

(8]

Disease/Syndrome/Surgery [Coronary stents Insertion (3)]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1995
Ongoing: YES
Li || Line/MH Number: [9]
Disease/Syndrome/Surgery [Thyroidectomy]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2009
Ongoing: NO
End Date:
UNK/UNK/2009
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

1j || Line/MH Number:

(10]

Disease/Syndrome/Surgery [Eastern Equine Encephalitis)]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2010
Ongoing: YES
1K || Line/MH Number: [11]

Disease/Syndrome/Surgery [Post Traumatic Stress Disorder]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1995
Ongoing: YES
L1 1] Line/MH Number: [12]

Disease/Syndrome/Surgery [Mild cellulitis (right arm)]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Mar/UNK/2020
Ongoing: YES
1M ||| ine/MH Number: [13]

*** Confidential***

Disease/Syndrome/Surgery [Muscle strain (left arm)]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jul/31/2020
Ongoing: YES

L0 || Line/MH Number: [14]
Disease/Syndrome/Surgery [Hypothyroidism]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2009
Ongoing: YES
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

1.0 || Line/MH Number: [15]
Disease/Syndrome/Surgery [hyperthyroidism]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/2009
Ongoing: NO
End Date:
UNK/UNK/2009
1P || Line/MH Number: [16]

Disease/Syndrome/Surgery [Pacemaker Implant]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Dec/23/2019
Ongoing: NO
End Date:
Dec/23/2019
1.9 || Line/MH Number: [17]
Disease/Syndrome/Surgery [Pacemaker Explant]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jul/24/2020
Ongoing: NO
End Date:
Jul/24/2020
11 |/ Line/MH Number: [18]
Disease/Syndrome/Surgery [insomnia)
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jul/15/2020
Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: VITAL SIGNS- BASELINE

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951107 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Vital Signs
1. | Date Aug/7/2020
2. | Weight: [103.8]
3. | Unit: kg
4. |Height: [180.0]
5. | Unit: cm
6. | Body Mass Index: [32.0]

Vital Signs Details

7a|| Record Identifier: 1
Temperature: [97.8]
Unit: F
Temperature Location: ORAL CAVITY
Page 11 of 214
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Header Text: 4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Disposition
1. | Randomization Date : Aug/7/2020
2. | Randomization Number: [224438]
3. | Randomization Group: [
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Header Text: 4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

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

Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Aug/7/2020
4. | If no sample was collected or sample |[]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa || sample D [BP3BY2]
5b || sample 1D [BP3BY3]
5C || sample 1D [BP3BY4]
5d || sample 1D [BPLIR]
5€ || sample D [BPLJIS]
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Header Text: 4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

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

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES

Date of Collection:

Aug/7/2020
4. | If no sample was collected or sample |[]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa || sample D [BP3BBSg]
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Header Text: 4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Aug/7/2020 17:55
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: RIGHT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: []
9. | Unit:
10. | Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1095

Subject No: 10951107
Generated By: (b) (4)

Form: REACTOGENICITY DIARY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Reactogenicity Diary

1

Select appropriate response -
Reactogenicity diary collection

YES - REACTOGENICITY E-DIARY COLLECTED FOR THIS SUBJECT
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Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:02
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Aug/27/2020
2. | Erroneous Visit
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Header Text: c4591001
Visit: V2 VAX2_L

Form Version: 30-Jul-2020 21:30
Site No: 1095

Subject No: 10951107
Generated By: (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. | Were medicationsto treat fever/pain | NO
given on the last day the Subject
Diary was completed?

2a || symptom: FEVER
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?

2b || symptom: FATIGUE
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?

2. || symptom: HEADACHE
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?

2d || symptom: CHILLS
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?

2. || symptom: VOMITING
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?

21 || symptom: DIARRHEA
Were fever or systemic symptoms | NO

present on the last day the Subject
Diary was completed?

29 Symptom: NEW OR WORSENED MUSCLE PAIN
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
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Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1095

Subject No: 10951107
Generated By: (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

2h Symptom:

NEW OR WORSENED JOINT PAIN

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

3. | Injection Site Location:

DELTOID MUSCLE

present on the last day the Subject
Diary was completed?

4. | Injection Site Body Side: RIGHT
Sa || Injection Site Reaction: REDNESS
Were injection site reactions NO
present on the last day the Subject
Diary was completed?
5b || |njection Site Reaction: SWELLING
Were injection site reactions NO

S5 || Injection Site Reaction:

PAIN AT INJECTION SITE

Were injection site reactions
present on the last day the Subject
Diary was completed?

NO

*** Confidential***
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Header Text: 4591001

Visit: V2_VAX2_ L

Form Version: 21-Aug-2020 02:51
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: VITAL SIGNS- TEMP

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Vital Signs
1. | Date: Aug/27/2020
Vital SignsDetails
2.a || Record Identifier: 1
Temperature: [98.4]
Unit: F
Temperature Location: ORAL CAVITY
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Header Text: 4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

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

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES

Date of Collection:

Aug/27/2020
4. | If no sample was collected or sample |[]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa || sample D [BP3BGS]
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Header Text: 4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:04
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Aug/27/2020 15:11
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: RIGHT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: []
9. | Unit:
10. | Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
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Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Sep/28/2020
2. | Erroneous Visit
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Header Text: c4591001
Visit: V3_ MONTH1_POSTVAX2_L

Form Version: 30-Jul-2020 21:30
Site No: 1095

Subject No: 10951107
Generated By: (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. | Were medicationsto treat fever/pain | NO
given on the last day the Subject
Diary was completed?

22| symptom: FEVER
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?

2.b || symptom: FATIGUE
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?

2. || symptom: HEADACHE
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?

2d Symptom: CHILLS
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?

2. || symptom: VOMITING
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?

21 || symptom: DIARRHEA
Were fever or systemic symptoms | NO

present on the last day the Subject
Diary was completed?

2.9 || symptom: NEW OR WORSENED MUSCLE PAIN
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
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Header Text: c4591001
Visit: V3_MONTH1_POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1095

Subject No: 10951107
Generated By: (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

2h Symptom:

NEW OR WORSENED JOINT PAIN

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

3. | Injection Site Location:

DELTOID MUSCLE

present on the last day the Subject
Diary was completed?

4. | Injection Site Body Side: RIGHT
Sa || Injection Site Reaction: REDNESS
Were injection site reactions NO
present on the last day the Subject
Diary was completed?
5b || |njection Site Reaction: SWELLING
Were injection site reactions NO

S5 || Injection Site Reaction:

PAIN AT INJECTION SITE

Were injection site reactions
present on the last day the Subject
Diary was completed?

NO

*** Confidential***
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Header Text: 4591001

Visit: V3_MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

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

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Sep/28/2020
4. | If no sample was collected or sample |[]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa || sample D [BPY2MW]
5b || sample 1D [BPY2MX]
5C || sample 1D [BPY2MY]
5d Sample ID [BPCTCJ]
5€ || sample D [BPCTCK]
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Header Text: c4591001

Visit: V4 MONTHS6_L

Form Version: 22-Apr-2020 21:02
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Date of Visit

1. | Date of Visit Il

2. | Erroneous Visit
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Header Text: 4591001

Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

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

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Electronic Sample Tracking

1. |DataOrigin

Sample Type

2
3. | Sample Collected?
4

was not collected according to
protocol, please provide reason:

If no sample was collected or sample

—

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]
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Header Text: c4591001

Visit: V5 MONTH12_L

Form Version: 22-Apr-2020 21:02
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Date of Visit

1. | Date of Visit Il

2. | Erroneous Visit
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Header Text: 4591001

Vigit: V5_ MONTH12 L

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

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

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Electronic Sample Tracking

1. |DataOrigin

Sample Type

2
3. | Sample Collected?
4

was not collected according to
protocol, please provide reason:

If no sample was collected or sample

—

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]

Page 30 of 214

*** Confidential***
FDA-CBER-2021-5683-1021627




090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Header Text: c4591001

Visit: V6_MONTH24 L

Form Version: 22-Apr-2020 21:02
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Date of Visit

1. | Date of Visit Il

2. | Erroneous Visit
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Header Text: 4591001

Visit: V6_MONTH24 L

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

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

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Electronic Sample Tracking

1. |DataOrigin

Sample Type

2
3. | Sample Collected?
4

was not collected according to
protocol, please provide reason:

If no sample was collected or sample

—

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]
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Header Text: c4591001
Visit: POT_COVID_ILL - New Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET
Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

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

COVID-19 IlIness Visit

3.

COVID-19 llIness Visit:

*** Confidential***
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Header Text: c4591001

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

Form Version: 20-Feb-2021 02:17
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form Status: Not Started

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Signsand Symptoms

1. | Date of Assessment:

"

2. | Date of First Symptom Started:

3. | Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text:

[]
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Header Text: c4591001

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

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

Form Status: Not Started

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

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

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form Status: Not Started

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

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

[]

Page 36 of 214

*** Confidential***
FDA-CBER-2021-5683-1021633




090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Header Text: c4591001

Form Version: 20-Feb-2021 02:19
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

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

Form Status: Not Started
Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Health Care Utilization

1 Physician or Healthcare

Professional:

Occurrence of Visits or Contacts:

Health Care Utilization Other

2. | Other Type of Practitioner Specify:

Health Care Utilization

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

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled Visit Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52
Site No: 1095

Subject No: 10951107
Generated By: (b) (4)

Form Status: Not Started
Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

IlIness Details

1. | Category of Clinical Event:

2. | Was adiagnosis obtained for
Potential COVID-19 IlIness?

3. | Toxicity Grade:
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Header Text: c4591001
Visit: POT_COVID_CONVA - New Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT
Visit

Form Version: 22-Apr-2020 21:04
Site No: 1095

Subject No: 10951107
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

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

COVID-19 IlIness Visit

3.

COVID-19 llIness Visit:

*** Confidential***
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Header Text: c4591001

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

Visit

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form Status: Not Started

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

—

Aliquot

Please enter barcode for each aliquot.

S Sample ID
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Header Text: c4591001

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

Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

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

*** Confidential***
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Header Text: 4591001

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

Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: UNPLANNED VISIT
Form Status: Not Started

Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Unplanned Assessments

1. | Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Disposition - Treatment

*** Confidential***

1. | Date of Completion/Discontinuation | Sep/28/2020
/Death :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: [1
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: DISPOSITION - FOLLOW-UP

Form Status: Data Complete, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Disposition - Follow-Up

1. | Date of Completion/Discontinuation | Sep/28/2020
/Death :
2. | Phase of Disposition: FOLLOW-UP
3. | Status: WITHDRAWAL BY SUBJECT
4. | Specify Status: [due to ongoing medical issues)
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Header Text: 4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57

Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Date of Visit

1. | Date of Visit Il

2. | Erroneous Visit

COVID-19 Repeat Swab

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

Visit: POT_COVID_REPEAT_SWAB - New

Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

S Sample ID
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:02
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1095) Tekton Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Sep/22/2020 UNK:UN
K

# Category AE !dentl Adverse Event Start Date Isthe Adversg Event Still | Form Instanc
fier Ongoing e
1. |ADVERSEE |1 Hypoglycemia Aug/12/2020 12: | NO Repesating
VENT 00 End Date Time: Pages
Aug/12/2020 13:00
2.|ADVERSEE |2 Dizziness, secondary to Cloni | Aug/31/2020 16: | NO Repesating
VENT dine reaction 00 End Date Time; Pages
Sep/2/2020 UNK:UNK
3.|ADVERSEE |3 Suspected tachy-arrythmia Sep/8/2020 UNK | NO Repeating
VENT :UNK End Date Time: Pages

*** Confidential***
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Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

(1]

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

[Hypoglycemia]

4. | Start Date Time:

Aug/12/2020 12:00

5. | Isthe adverse event still ongoing?

NO
End Date Time:
Aug/12/2020 13:00

6. | Toxicity Grade:

7. | Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of

significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may

medical/surgical intervention to
prevent above outcomes).

existing hospitalization; Persistent or

jeopardize subject and may require

NO

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

error on the Medication Error Log.

If Yes, record the type of medication

NO

9. | Isthisevent related to study
treatment:

NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Hypoglycemia, on insulin, istype Il diabetic]

10. | Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. | Was a Concomitant Medication
given?

NO
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Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

*** Confidential***

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

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [Dizziness, secondary to Clonidine reaction]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Aug/31/2020 16:00
5. | Isthe adverse event still ongoing? NO
End Date Time:
Sep/2/2020 UNK:UNK
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? YES
Isthis serious event associated with congenital anomaly or birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.
] ) ] Did this serious event result in death?
Fatal; Life-threatening; Inpatient NO
hospitalization or prolongation of
existing hospitalization; Persistent or - . ) AU
significant disability/incapacity: $|Ed Sthls serious event require or prolong hospitalization?
Congenital anomaly/birth defect;
Important medical event (i.e. may . ) . . S L .
jeopardize subject and may require Dg this serious event result in persistent or significant disability/incapacity?
medical/surgical intervention to N
prevent above outcomes).
Isthis serious event life threatening?
NO
Other medically important serious event
NO
8. | 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]
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Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

*** Confidential***

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For | [2020339734]
Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. | Adverse Event: [Suspected tachy-arrythmial
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Sep/8/2020 UNK:UNK
5. | Isthe adverse event still ongoing? NO
End Date Time:
Sep/22/2020 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
Fatdl; Life-threatening; Inpatient Did this serious event result in death?
hospitalization or prolongation of NO
existing hospitalization; Persistent or
significant disability/incapacity; S . ) .
Did th long h ?
Congenital anomaly/birth defect: Y:s St is serious event require or prolong hospitalization
Important medical event (i.e. may
jeopardize subject and may require L ) . . C
medical/surgical intervention to ggktﬂl_s s/e_:nous ever): result in persistent or significant
prevent above outcomes). NIO Hlity/incapacity’
Isthis serious event life threatening?
NO
Other medically important serious event
NO
8. | Isthis adverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
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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, Locked, Frozen, Not Complete
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951107 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
9. | Isthisevent related to study NOT RELATED

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

OTHER
If Other, specify:
[underlying cardiac condition likely requiring pacemaker]

10. | Latest Action Taken with Study NOT APPLICABLE

Treatment:
11. | Was a Concomitant Medication YES Comments

given?
12. | Was aNon-Drug Treatment given? NO Comments
13. | What was the outcome of this RECOVERED/RESOLVED

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

subject to be discontinued from the

study?
15. | Serious Adverse Event Number: For | [2020353828]

Pfizer Use Only
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Header Text: c4591001
Visit: Logs
Form Version: 17-Jul-2020 21:54

Site No: 1095

Subject No: 10951107
Generated By: (b) (4)

Form: MEDICATION ERROR

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Categor | Medication Err | Start Da | Isthemedication error Still On | Study Medication ErrorsAc
# . : Form Instance
y or te going tion
1 Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled Form: MEDICATION ERROR
Form Version: 17-Jul-2020 21:54 Form Status: Not Started
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951107 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Back to Form
Medication Error
1. | Category:
2. | Medication Error (Type of [
Medication Error):
3. | Start Date: 1
4. | Isthe medication error still ongoing?
5. | Latest Action Taken with Study
Treatment:
6. | Was a Concomitant Medication
given?
7. | 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

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

Form Version: 22-Apr-2020 21:03

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

onsor-Defined Ide | Category for Medi | Concomitant Medications Pre | Name of Medic | Start D | Form Instanc
#
ntifier cation -specified ation ate e
1. Repeating
Pages
Page 56 of 214
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Not Started

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Concomitant Medications

1

What is the medication identifier?

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

Date:

1

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

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

# Sponsor-Defined |d | Category for Med | Concomitant Medications Pr | Name of Medic | Dose Descri | Form Instanc
entifier ication e-specified ation ption e
1 Repeating
Pages
Page 58 of 214
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Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03 Form Status: Not Started
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951107 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Back to Form
Concomitant M edications
1. | What isthe medication identifier? [
2. | Category:
3. | Concomitant Medications
Pre-specified:
4. | Medication: [
Provide the compl ete generic drug
name (including salt form, where
applicable). Where generic nameis
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).
5. | Dose: [
6. | Dose Unit:
7. | Dose Frequency:
8. | Route:
9. | Start Date: I
10. | Ongoing?

*** Confidential***
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Header Text: 4591001

Visit: Logs

Form Version: 22-Apr-2020 21:02
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: RADIATION TREATMENT

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

# | Category | Treatment Identifier

Con Non-Drug Treatments Pre-specified

Treatment | Start Date | Form Instance

1.

Repeating Pages
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Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: RADIATION TREATMENT
Form Status: Not Started

Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Radiation Treatment

1

Category:

2.

What isthe treatment Identifier?

Concomitant Non-drug Treatment
Pre-specified:

Treatment:

Start Date:

1

Ongoing?

*** Confidential***
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Header Text: 4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: TRANSFUSIONS

Site Name: (1095) Tekton Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

# Transfusion Type Date of Transfusion Form Instance
1. Repeating Pages
Page 62 of 214
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Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. | Transfusion Type:

2. | Date of Transfusion: /!
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Header Text: c4591001

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

Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Date of Visit

1. | Date of Visit Il

2. | Erroneous Visit
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Header Text: c4591001

Site No: 1095
Subject No: 10951107
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: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Vital Signs

1. | Date:

"

Vital Signs Details

2. || Record Identifier:

Temperature:

[]

Unit:

Temperature Location:

*** Confidential***
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Dec-2020 02:26
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Vaccination

1

Was there atemporary delay of
vaccination?

Treatment Name

Formulation:

Dose Date Time:

1

Anatomical Location:

Body Side:

Route:

Actual Dose:

Ol | Nl | wIDN

Unit:

=
©

Timeframe Subject Was Observed

[EE
=

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

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

Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

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

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [

*** Confidential***
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Header Text: c4591001

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

Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

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

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [
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Header Text: c4591001
Visit: V201 SURVEIL_CONSENT - Unscheduled Form: DATE OF VISIT
Form Version: 22-Apr-2020 21:02
Site No: 1095

Subject No: 10951107
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

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

*** Confidential***
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT - Unscheduled Form: INFORMED CONSENT - ASY MPTOMATIC SURVEILLANCE

Form Version: 14-Jan-2021 02:29
Site No: 1095

Subject No: 10951107
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Informed Consent - Asymptomatic Surveillance

1. | Consent Was:
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Header Text: c4591001

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Visit: V201_SURVEIL_CONSENT - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status: Not Started

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

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

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form Status: Not Started

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Electronic Sample Tracking

1. |DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

—

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Verified

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Date of Visit

1. | Date of Visit

Feb/12/2021

2. | Erroneous Visit

ERRONEOUSVISIT

*** Confidential***
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status: Data Complete, Frozen

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Form Comments
eCRF Audit Trail History

Further Vaccination Confirmation

1. | Select appropriate response - Is Not Applicable Comments
participant willing to return for
Vaccination 3?
Page 74 of 214

*** Confidential***

FDA-CBER-2021-5683-1021671




090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Header Text: c4591001

Vigit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: TREATMENT UNBLINDED

Form Status: Data Complete, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Form Comments
eCRF Audit Trail History

Treatment Unblinded

*** Confidential***

1. | Date Treatment Unblinded : Not Applicable Comments
1
2. | Primary Reason for Unblinding: Not Applicable Comments
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Header Text: 4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: WITHDRAWAL OF CONSENT

Form Status: Data Complete, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Withdrawal Of Consent

1. | Withdrawal of Consent Date:

Sep/28/2020
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Visi

Site

Header Text: c4591001

t: Disposition - Unscheduled

Form Version: 22-Apr-2020 21:03

No: 1095

Subject No: 10951107
Generated By: (b) (4)

Form: DEATH DETAILS CODED
Form Status: Not Started

Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Death Details

1

Date of Collection / Notification of
Death:

"

Cau

se of Death

Cause of Death Status:

Cause of Death:

[]

*** Confidential***
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Header Text: c4591001

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

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: SUBJECT STATUS

Form Status: Data Complete, Verified

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Subject Status
1. | Subject Status DISCONTINUED
2. | Subject Status Date Sep/28/2020
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Header Text: c4591001

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

Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM
Form Status: Data Complete, Verified

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature

Click Hereto Enable

*** Confidential***
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form Status: Data Complete, Verified

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Audit Trail
This form requires signing by a member of each of the following signature groups:
e CRF_Sign
e CRF_Sign_1
Name Signature Date Type Action
Meaning
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951107 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Back to Form
Item [ Date User Comment
Form | Aug-13-2020 13:48:57 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Applicable

(US & Canada)
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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, Locked, Frozen
Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951107 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date User Comment
11 |Nov-16-2020 11:47:05 (UTC-06:00) Central Time |(b) (4), (b) (6)
(US & Canada)
11 | Sep-11-2020 17:35:03 (UTC-06:00) Central Time |(b) (4), (b) (6) Unknown
(US & Canada)
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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, Locked, Frozen
Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951107 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date User Comment
12 |Nov-16-2020 11:45:25 (UTC-06:00) Central Time |(b) (4), (b) (6)
(US & Canada)
12 | Sep-11-2020 17:37:32 (UTC-06:00) Central Time |(b) (4), (b) (6) Unknown
(US & Canada)
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -

Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION - Comments

Form Status: Data Complete, Frozen
Site Name: (1095) Tekton Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item

Date

User

Comment

Form

Mar-11-2021 10:48:00 (UTC-06:00) Central Time
(US & Canada)

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

Not Applicable
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Header Text: c4591001

Visit: Potential ReVax Initial Contact
Form Version: 10-Dec-2020 02:25
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION - Comments
Form Status: Data Complete, Frozen

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item

Date

User Comment

1

Mar-11-2021 10:48:00 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Applicable

(US & Canada)

*** Confidential***
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: TREATMENT UNBLINDED - Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item

Date

User

Comment

Form

Mar-11-2021 10:50:08 (UTC-06:00) Central Time
(US & Canada)

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

Not Applicable
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Header Text: 4591001
Visit: Disposition
Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107
Generated By: (b) (4)

Form: TREATMENT UNBLINDED - Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item

Date

User Comment

1

Mar-11-2021 10:50:08 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Applicable

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

Form Version: 22-Apr-2020 21:03

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: TREATMENT UNBLINDED - Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item

Date

User Comment

2

Mar-11-2021 10:50:08 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Applicable

(US & Canada)
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Header Text: c4591001

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

Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951107 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

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

e CRF_Sign
e CRF_Sign_1
Name Signature Date Type Action
M eaning
(b) (6) N/A Feb-23-2021 16:33:00 (UTC-06:00) Central Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
Paul Pickrell Approved Nov-17-2020 19:50:39 (UTC-06:00) Central BOOK Signed
Time (US & Canada)
Affidavit:

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

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

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

(b) (6) N/A Nov-16-2020 11:45:25 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Paul Pickrell Approved Oct-30-2020 15:32:47 (UTC-06:00) Central Time | BOOK Signed

(US & Canada)

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

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

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

(b) (6) N/A Oct-27-2020 18:48:47 (UTC-06:00) Central Time Edit - All
(US & Canada) signatures
invalidated
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Header Text: c4591001

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

Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951107 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39

Affidavit:

N/A

Paul Pickrell Approved Oct-23-2020 18:58:18 (UTC-06:00) Central Time | BOOK Signed

(US & Canada)

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

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

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

(b) (6) N/A Oct-23-2020 17:54:36 (UTC-06:00) Central Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
Paul Pickrell Approved Oct-14-2020 07:43:30 (UTC-06:00) Central Time | BOOK Signed

(US & Canada)

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

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

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

(b) (6) N/A Sep-28-2020 17:18:55 (UTC-06:00) Central Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
Paul Pickrell Approved Sep-22-2020 17:10:34 (UTC-06:00) Central Time | BOOK Signed
(US & Canada)
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Header Text: 4591001

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

Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - Signature History
Form Status: Data Complete, Verified

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Affidavit:

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

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

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

*** Confidential***

Page 91 of 214

FDA-CBER-2021-5683-1021688




090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Header Text: c4591001

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

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: COHORT SELECTION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Aug-07-2020 18:13:25 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), 24 JUL 2020
(US & Canada) (b) (6)
2. Select appropriate response - What cohort does the subject belong to?
Date L ocation User Value Reason
Aug-07-2020 18:13:25 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), STAGE 3 COHORTS
(US & Canada) (b) (6)
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Header Text: 4591001

Vigit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

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

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Consent Was:
Date L ocation | User | Value Reason
Aug-07-2020 18:13:33 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), OBTAINED
(US & Canada) (b) (6) Date Written Consent Obtained

Aug/7/2020

*** Confidential***
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Header Text: c4591001

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

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: DEMOGRAPHY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Subject ID
Date L ocation |User |VaJue Reason
Aug-07-2020 18:13:16 ACVOPFEINFP6000 |autocac |DataEntry: Item copied from
(UTC-06:00) Central Time (autocalc) | 10951107 previous form
(US & Canada)
2. Birth Date:
Date L ocation User Value Reason
Aug-07-2020 18:13:13 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry
(UTC-06:00) Central Time (autocalc) |(b) (6)/1938
(US & Canada)
3. Sex:
Date L ocation |User |VaJue Reason
Aug-07-2020 18:13:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), MALE
(US & Canada) (b) (6)
4. Ethnicity:
Date L ocation User Value Reason
Aug-07-2020 18:13:41 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NOT HISPANIC OR LATINO(A) O
(US & Canada) (b) (6) R OF SPANISH ORIGIN
5. Race: (Check X all that apply):
Date L ocation |User |VaJue Reason
Aug-07-2020 18:13:41 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), WHITE
(US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Visit

Date

L ocation

User

Value

Reason

Nov-09-2020 04:31:39
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Closed

Response satisfies
query

Nov-06-2020 16:00:07
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPE6000

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

Query 2: Answered

| have spoken with our
CRA and we are not
comfortable with
making this change as
when we screened this
participant
inclusion/exclusion
was met.

Nov-02-2020 04:16:21
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Reissued:Opened

ClinQuery: many
thanks for this
information, |
appreciate that the
subject did not
disclose their history,
but asit is now known
please update the
inc/ex to reflect the
datathat is now
available.

Oct-30-2020 14:00:48
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Answered

If participant had been
areliable historian
then indeed,
participant would have
been a screen fail.
Participant did not
disclose this
information until
already enrolled in the

study.

Oct-26-2020 11:37:31
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Opened

ClinQuery: adeviation
has been written that
indicates Pacemaker
explant and new
ConMeds for
hypertension occurred
within 1 day to 3
weeks prior vax 1.

*** Confidential***
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Please consider if
subject meets
Inclusion criteria 3
(stable subject) and
update dligibility as
needed

Aug-14-2020 01:28:18 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Closed Closed by DM (b) (6)

(UTC-06:00) Central

Time (US & Canada)

Aug-13-2020 13:49:27 ACVOPFEINFPG000 |(b) (4), (b) Query 1. Answered This has been updated

(UTC-06:00) Central (6)

Time (US & Canada)

Aug-13-2020 01:41:02 ACVOPFEINFPG000 |(b) (4), Query 1: Opened Inclusion/Exclusion

(UTC-06:00) Centra (b) (6) criteria have been

Time (US & Canada) added, vaccination
details present.
Inclusion/Exclusion is
expected only for
Screen Failure and
subjects randomized in
error. Please add Form
level comment “Not
Applicable” if
Incl/Excl was added in
error or confirm.

Aug-07-2020 18:13:53 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Aug/7/2020

Time (US & Canada)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: DISPOSITION - SCREENING - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1095) Tekton Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Completion/Discontinuation/Death

*** Confidential***

Date L ocation | User | Value Reason
Aug-07-2020 18:14:02 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Aug/7/2020
(US & Canada) (b) (6)
2. Phase of Disposition:
Date L ocation User Value Reason
Aug-07-2020 18:14:02 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SCREENING
(US & Canada)
3. Status:
Date L ocation |User |VaJue Reason
Aug-07-2020 18:14:02 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), COMPLETED
(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: 1095
Subject No: 10951107
Generated By: (b) (4)

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

Site Name: (1095) Tekton Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

la
Date L ocation | User | Value Reason
Aug-07-2020 18:14:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Numbe 1
(US & Canada) r
Medical History Coronary artery d
Term: isease
Start Date: UNK/UNK/2013
Ongoing: YES
l.aLine/MH Number:
Date L ocation User Value Reason
Aug-07-2020 18:14:48 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) |1
(US & Canada)
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-22-2020 21:22:13 ACVOPFEINFP6000 | Quan Jason | Query 2: Closed Wait for further
(UTC-06:00) Central Time Gong information from site.
(US & Canada) (b) (4)
Sep-11-2020 13:31:41 ACVOPFEINFP6000 | Quan Jason | Query 2: Opened GPDClin: Please
(UTC-06:00) Centra Time Gong reconcile the start
(US & Canada) (b) (4) date of CAD 2013
with cardiac stent
since 1995. If
appropriate, please
revise CAD start to
1995.
Aug-11-2020 07:50:24 ACVOPFEINFP6000 | Quan Jason | Query 1: Closed Response satisfies
(UTC-06:00) Central Time Gong query
(US & Canada) (b) (4)
Aug-10-2020 18:32:05 ACVOPFEINFP6000 |(b) (4), Query 1: Answered Placement due to
(UTC-06:00) Centra Time (b) (6) original diagnosis of
(US & Canada) Angina. Per PI,
coronary Artery
Disease is more likely
correct diagnosis.
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Header Text: 4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951107 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Aug-10-2020 16:54:46 ACVOPFEINFP6000 | Quan Jason | Query 1: Opened Please confirm the
(UTC-06:00) Centra Time Gong start date (year) of
(US & Canada) (b) (4) this condition. The
current entry of
"'2013" seems conflict
with the other
medical history item
of "coronary stents'
placement in 1995.
Aug-07-2020 18:14:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Coronary artery disease
(US & Canada) (b) (6)
l.a Start Date:
Date L ocation User Value Reason
Aug-07-2020 18:14:48 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), UNK/UNK/2013
(US & Canada) (b) (6)
1.a Ongoing:
Date L ocation User Value Reason
Aug-07-2020 18:14:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES
(US & Canada) (b) (6)
1b
Date L ocation User Value Reason
Aug-07-2020 18:15:18 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Ling/MH Numbe 2
(US & Canada) r:
Medical History Diabetes mellitus
Term: Type 2
Start Date: UNK/UNK/1995
Ongoing: YES
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

1.b Line/MH Number:

Date L ocation User Value Reason
Aug-07-2020 18:15:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |2

(US & Canada)

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

Date L ocation User Value Reason
Aug-07-2020 18:15:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Diabetes mellitus Type 2

(US & Canada) (b) (6)

1.b Start Date:

Date L ocation User Value Reason
Aug-07-2020 18:15:18 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), UNK/UNK/1995

(US & Canada) (b) (6)

1.b Ongoing:

Date L ocation User Value Reason
Aug-07-2020 18:15:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES

(US & Canada) (b) (6)

lc

Date L ocation User Value Reason
Aug-07-2020 18:15:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc)

(US & Canada)

Line/MH Number 3

Medical History T HepatitisA

erm:
Start Date:

Ongoing:

UNK/UNK/196
5
NO

End Date:

UNK/UNK/1
965
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Header Text: 4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

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

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

1.cLine/MH Number:

Date L ocation User Value Reason
Aug-07-2020 18:15:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |3
(US & Canada)
1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-07-2020 18:15:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Hepatitis A
(US & Canada) (b) (6)
1.c Start Date:
Date L ocation User Value Reason
Aug-07-2020 18:15:50 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), UNK/UNK/1965
(US & Canada) (b) (6)
1.c Ongoing:
Date L ocation User Value Reason
Aug-07-2020 18:15:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (6) End Date:

UNK/UNK/1965
1d
Date L ocation | User | Value Reason
Aug-07-2020 18:16:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | Ling/MH Numbe 4
r:
Medical History T Hypercholesterol

erm: emia
Start Date: UNK/UNK/1998
Ongoing: YES

*** Confidential***

Page 101 of 214

FDA-CBER-2021-5683-1021698




090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

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

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

1.d Line/MH Number:

Date L ocation User Value Reason
Aug-07-2020 18:16:21 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
Aug-07-2020 18:16:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Hypercholesterolemia
(US & Canada) (b) (6)
1.d Start Date:
Date L ocation User Value Reason
Aug-07-2020 18:16:21 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), UNK/UNK/1998
(US & Canada) (b) (6)
1.d Ongoing:
Date L ocation User Value Reason
Aug-07-2020 18:16:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES
(US & Canada) (b) (6)
le
Date L ocation User Value Reason
Aug-07-2020 18:16:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number: 5
(US & Canada) Medical History Ter Hypertension

m:

Start Date: UNK/UNK/20

00
Ongoing: YES
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Header Text: 4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

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

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

l.eLine/MH Number:

Date L ocation User Value Reason

Aug-07-2020 18:16:43 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 L ocation User Value Reason

Sep-11-2020 08:26:44 ACVOPFEINFPE000 | Quan Jason Query 1: Closed Response satisfies

(UTC-06:00) Central Time Gong query

(US & Canada) (b) (4)

Sep-10-2020 14:40:49 ACVOPFEINFP6000 |(b) Query 1: Answered Per above query,

(UTC-06:00) Central Time 4), ongoing diagnosis,

(US & Canada) (b) (6) not anew diagnosis
just achangein
therapy, no clinical
symptoms

Sep-03-2020 14:02:57 ACVOPFEINFP6000 | Quan Jason Query 1: Opened GPDCIin: Per the

(UTC-06:00) Central Time Gong SAE report, the

(US & Canada) (b) (4) participant started
clonidine and
hydralazine for this
condition started 1
day and 3 weeks
prior to the 1st study
dose. Please provide
assessment for
inclusion criterion 3-
stable disease in the
past 6 weeks and
rationale.

Aug-07-2020 18:16:43 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry

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

(US & Canada)

1l.e Start Date:

Date L ocation | User | Value Reason

Aug-07-2020 18:16:43 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), UNK/UNK/2000

(US & Canada) (b) (6)

1.e Ongoing:
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090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Header Text: 4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Date L ocation User Value Reason
Aug-07-2020 18:16:43 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES
(US & Canada) (b) (6)
1f
Date L ocation | User | Value Reason
Aug-07-2020 18:17:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Numb 6
(US & Canada) er:

Medical History lIrritable Bowel Sy

Term: ndrome

Start Date: UNK/UNK/2018

Ongoing: YES
1f Line/MH Number:
Date L ocation User Value Reason
Aug-07-2020 18:17:14 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 L ocation User Value Reason
Aug-07-2020 18:17:14 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Irritable Bowel Syndrome
(US & Canada) (b) (6)
1f Start Date:
Date L ocation User Value Reason
Aug-07-2020 18:17:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), UNK/UNK/2018
(US & Canada) (b) (6)
1.f Ongoing:
Date L ocation User Value Reason
Aug-07-2020 18:17:14 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES
(US & Canada) (b) (6)
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090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1095
Subject No: 10951107
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: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

19
Date L ocation User Value Reason
Aug-07-2020 18:17:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number: 7
(US & Canada) Medical History Ter Sleep apnea

m:

Start Date: UNK/UNK/20

16

Ongoing: YES
1.gLine/MH Number:
Date L ocation User Value Reason
Aug-07-2020 18:17:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |7
(US & Canada)
1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-07-2020 18:17:40 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sleep apnea
(US & Canada) (b) (6)
1.9 Start Date:
Date L ocation User Value Reason
Aug-07-2020 18:17:40 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), UNK/UNK/2016
(US & Canada) (b) (6)
1.g Ongoing:
Date L ocation User Value Reason
Aug-07-2020 18:17:40 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES
(US & Canada) (b) (6)
1lh
Date L ocation User Value Reason
Aug-10-2020 18:28:56 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-06:00) Central Time (b) (6) Line/MH Num 8
(US & Canada)
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090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Header Text: 4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

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

Site Name: (1095) Tekton Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

ber:
Medical Histor Coronary stentsIns
y Term: ertion (3)
Start Date: UNK/UNK/1995
Ongoing: YES
Aug-07-2020 18:18:09 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

(autocalc)

Line/MH Number: 8
Medical History Te Coronary stent

rm:
Start Date:

Ongoing:

S

UNK/UNK/19
95

YES
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090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Header Text: 4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1095

Subject No: 10951107
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

1.h Line/MH Number:

Date L ocation User Value Reason

Aug-07-2020 18:18:09 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

Aug-11-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Close | Discrepancy has

08:20:42 Oracle d been closed.

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

Centra Time (US

& Canada)

Aug-10-2020 ACVOPFEINFP6000 auto query Query 1: Answ | Transcription Error

18:28:56 (autoquery) ered

(UTC-06:00)

Central Time (US

& Canada)

Aug-10-2020 ACVOPFEINFP6000 (b) (4), Data Entry: Transcription Error

18:28:56 (b) (6) Coronary stents

(UTC-06:00) Insertion (3)

Central Time (US

& Canada)

Aug-07-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Opene | Clarify

19:45:51 Oracle d CORONARY

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

Central Time (US follows...Are you

& Canada) reporting
CORONARY
STENTS
INSERTION?
CORONARY
STENTS
REMOVAL?
OCCLUSION?

COMPLICATION?
If so, please edit as
such. Otherwise,
specify the term

further. Thank you.
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

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

Date L ocation User Value Reason
Aug-07-2020 18:18:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Coronary stents

(US & Canada) (b) (6)

1.h Start Date:

Date L ocation User Value Reason
Aug-07-2020 18:18:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), UNK/UNK/1995

(US & Canada) (b) (6)

1.h Ongoing:

Date L ocation User Value Reason
Aug-07-2020 18:18:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES

(US & Canada) (b) (6)

Li

Date L ocation User Value Reason
Aug-07-2020 18:18:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc)

(US & Canada)

Line/MH Number 9

Medical History T Thyroidectomy

erm;
Start Date: UNK/UNK/200
9
Ongoing: NO
End Date:
UNK/UNK/2
009
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090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

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

Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

1.i Line/MH Number:

Date L ocation User Value Reason

Aug-07-2020 18:18:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) |9

(US & Canada)

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

Date L ocation User Value Reason

Aug-11-2020 07:29:47 ACVOPFEINFP6000 | Quan Jason | Query 1: Closed Response satisfies

(UTC-06:00) Central Time Gong query

(US & Canada) (b) (4)

Aug-10-2020 18:45:25 ACVOPFEINFP6000 |(b) (4), Query 1: Answered Confirmed with

(UTC-06:00) Central Time (b) (6) patient via phone call.

(US & Canada) Subject confirmed
Hypothyroidism and
information was
added to medical
history.

Aug-10-2020 16:58:28 ACVOPFEINFP6000 | Quan Jason | Query 1: Opened Please add the

(UTC-06:00) Central Time Gong corresponding medical

(US & Canada) (b) (4) condition for this
procedure asa
separate medical
history item.

Aug-07-2020 18:18:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

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

(US & Canada) (b) (6)

1. Start Date:

Date L ocation User Value Reason

Aug-07-2020 18:18:40 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), UNK/UNK/2009

(US & Canada) (b) (6)

1.i Ongoing:

Date L ocation User Value Reason

Aug-07-2020 18:18:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), NO

(US & Canada) (b) (6) End Date:

UNK/UNK/2009
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090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

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

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

1j
Date L ocation User Value Reason
Aug-10-2020 18:23:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-06:00) Central Time (b) (6) Line/MH Num 10
(US & Canada) ber:

Medical Histor Eastern Equine En

y Term: cephalitis

Start Date: UNK/UNK/2010

Ongoing: YES
Aug-07-2020 18:19:15 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

(autocalc)

Line/MH Number: 10
Medical History Te East Nile Viru

rm: s

Start Date: UNK/UNK/20
10

Ongoing: YES
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090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Header Text: 4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

1j Line/MH Number:

Date L ocation User Value Reason

Aug-07-2020 18:19:15 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 L ocation User Value Reason

Aug-11-2020 ACVOPFEINFP6000 Quan Jason Query 2: Closed | Response satisfies

18:19:45 Gong query

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

Centra Time (US

& Canada)

Aug-11-2020 ACVOPFEINFP6000 (b) Query 2: Answer | Participant is

14:42:01 (4), ed stable but

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

Central Time (US complain of

& Canada) physical effects of
the disease.

Aug-11-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Closed | Discrepancy has

08:20:49 Oracle been closed.

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

Centra Time (US

& Canada)

Aug-11-2020 ACVOPFEINFP6000 Quan Jason Query 2: Reissue | Eastern Equine

08:20:29 Gong d:Opened Encephalitisis

(UTC-06:00) (b) (4) very rare and

Central Time (US deadly disease.

& Canada) You indicated the
condition is till
ongoing. please
clarify if the
participant is still
suffering ongoing
neurologic
problems.

Aug-10-2020 ACVOPFEINFPE000 auto query Query 2: Answer | Transcription

18:23:36 (autoquery) ed Error

(UTC-06:00)

Central Time (US

& Canada)

Aug-10-2020 ACVOPFEINFPE000 auto query Query 1: Answer | Transcription
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090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Header Text: 4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

18:23:36 (autoquery) ed Error

(UTC-06:00)

Central Time (US

& Canada)

Aug-10-2020 ACVOPFEINFPE000 (b) (4), Data Entry: Transcription

18:23:36 (b) (6) Eastern Equine E | Error

(UTC-06:00) ncephalitis

Central Time (US

& Canada)

Aug-10-2020 ACVOPFEINFP6000 Quan Jason Query 2: Opened | In addition to the

16:57:39 Gong query to confirm

(UTC-06:00) (b) (4) the term, please

Central Time (US aso clarify if itis

& Canada) still present as
West Nile Virus
infection is not
commonly a
chronic disease.

Aug-07-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Opened | Clarify EAST

20:39:07 Oracle NILE VIRUS as

(UTC-06:00) (b) (4) follows...Clarify

Central Time (US EAST. Areyou

& Canada) reporting WEST
NILE VIRUS?
Other? Please
update the
verbatim term to
clarify organism
only reported.
Please clarify if
reporting TEST or
TEST POSITIVE
or INFECTION or
other and update
the verbatim term
accordingly.
Thank you.

Aug-07-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: Initial Entry

18:19:15 (6) East Nile Virus

(UTC-06:00)

Central Time (US

& Canada)

1) Start Date:

Date L ocation | User | Value Reason
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090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951107 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Aug-07-2020 18:19:15 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), UNK/UNK/2010
(US & Canada) (b) (6)
1,j Ongoing:
Date L ocation User Value Reason
Aug-07-2020 18:19:15 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES
(US & Canada) (b) (6)
1k
Date L ocation User Value Reason
Aug-07-2020 18:19:41 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Num 11
(US & Canada) ber:

Medical Histor Post Traumatic Stre

y Term: ss Disorder

Start Date: UNK/UNK/1995

Ongoing: YES
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

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

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

1.k Line/MH Number:

Date L ocation User Value Reason
Aug-07-2020 18:19:41 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
Aug-07-2020 18:19:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Post Traumatic Stress Disorder
(US & Canada) (b) (6)
1k Start Date:
Date L ocation User Value Reason
Aug-07-2020 18:19:41 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), UNK/UNK/1995
(US & Canada) (b) (6)
1.k Ongoing:
Date L ocation User Value Reason
Aug-07-2020 18:19:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES
(US & Canada) (b) (6)
1l
Date L ocation User Value Reason
Aug-07-2020 18:20:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocac) | Line/MH Numb 12
(US & Canada) er:

Medical History Mild cellulitis (rig

Term: ht arm)

Start Date: Mar/UNK/2020

Ongoing: YES
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090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

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

Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

1.l Line/MH Number:

Date L ocation User Value Reason
Aug-07-2020 18:20:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |12

(US & Canada)

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

Date L ocation User Value Reason
Aug-11-2020 07:43:36 ACVOPFEINFP6000 | Quan Jason | Query 1: Closed Response satisfies

(UTC-06:00) Central Time Gong query

(US & Canada) (b) 4)

Aug-10-2020 18:34:19 ACVOPFEINFPG000 |(b) (4), Query 1: Answered Subject istaking

(UTC-06:00) Central Time (b) (6) Linezolid. 600 mg

(US & Canada) BID. Taking since
17JUL2020

Aug-10-2020 17:02:19 ACVOPFEINFP6000 | Quan Jason | Query 1: Opened Please clarify if the

(UTC-06:00) Central Time Gong condition has lasted

(US & Canada) (b) (4) for $+ months since
Mar 2020 and still
present. Has there
been any treatment
given?

Aug-07-2020 18:20:15 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), Mild cellulitis (right arm)

(US & Canada) (b) (6)

1. Start Date:

Date L ocation User Value Reason

Aug-07-2020 18:20:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), Mar/UNK/2020

(US & Canada) (b) (6)

1.1 Ongoing:

Date L ocation User Value Reason

Aug-07-2020 18:20:15 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry

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

(US & Canada) (b) (6)

1m

Date L ocation User Value Reason
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

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

Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Aug-07-2020 18:20:43 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | Line/MH Numbe 13
(US & Canada) r:

Medical History Muscle strain (lef

Term: tarm)

Start Date: Jul/31/2020

Ongoing: YES
1.m Line/MH Number:
Date L ocation User Value Reason
Aug-07-2020 18:20:43 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
Aug-07-2020 18:20:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Muscle strain (left arm)
(US & Canada) (b) (6)
1.m Start Date:
Date L ocation User Value Reason
Aug-07-2020 18:20:43 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Jul/31/2020
(US & Canada) (b) (6)
1.m Ongoing:
Date L ocation User Value Reason
Aug-07-2020 18:20:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES
(US & Canada) (b) (6)
1n
Date L ocation User Value Reason
Aug-11-2020 14:39:13 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4),

Time (US & Canada)

(b) (6)

Line/MH Number 14

erm: sm

Medical History T Hypothyroidi
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1095
Subject No: 10951107
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: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Start Date: UNK/UNK/2
009
Ongoing: YES
Aug-10-2020 18:44:38 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) LineMH Numb 14
Time (US & Canada) er:
Medical History Hypothyroidis
Term: m
Start Date: UNK/UNK/20
09
Ongoing: NO
End Date:
UNK/UNK/
2009
1.n Line/MH Number:
Date L ocation User Value Reason
Aug-10-2020 18:44:38 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) |14
(US & Canada)
1.n Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-11-2020 18:20:18 ACVOPFEINFP6000 | Quan Jason Query 1: Closed Response satisfies
(UTC-06:00) Central Gong query
Time (US & Canada) (b) (4)
Aug-11-2020 14:41:07 ACVOPFEINFPE000 |(b) Query 1: Answered updated
(UTC-06:00) Central (4),
Time (US & Canada) () (6)
Aug-11-2020 08:09:18 ACVOPFEINFP6000 | Quan Jason Query 1: Opened Typicaly,
(UTC-06:00) Central Gong hypothyroidism is the
Time (US & Canada) (b) (4) result of
thyroidectomy, not
the cause. On the
other hand,
hyperthyroidism can
be the cause of
thyroidectomy. Please
clarify. Thank you.
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

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

Site Name: (1095) Tekton Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

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

Date L ocation User Value Reason
Aug-10-2020 18:44:38 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) Hypothyroidism
(US & Canada)
1.n Start Date:
Date L ocation User Value Reason
Aug-10-2020 18:44:38 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) UNK/UNK/2009
(US & Canada)
1.n Ongoing:
Date L ocation User Value Reason
Aug-11-2020 14:39:13 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
Aug-10-2020 18:44:38 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NO
Time (US & Canada) End Date:

UNK/UNK/2009
1o
Date L ocation User Value Reason
Aug-11-2020 14:40:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc)

(US & Canada)

Line/MH Number 15

Medical History T hyperthyroidism

erm:
Start Date:

Ongoing:

UNK/UNK/200
9
NO

End Date:

UNK/UNK/2
009
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1095
Subject No: 10951107
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: (1095) Tekton Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

1.0 Line/MH Number:

Date L ocation User Value Reason
Aug-11-2020 14:40:32 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 L ocation User Value Reason
Aug-11-2020 14:40:32 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), hyperthyroidism
(US & Canada) (b) (6)
1.0 Start Date:
Date L ocation User Value Reason
Aug-11-2020 14:40:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), UNK/UNK/2009
(US & Canada) (b) (6)
1.0 Ongoing:
Date L ocation User Value Reason
Aug-11-2020 14:40:32 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (6) End Date:

UNK/UNK/2009
1p
Date L ocation |User |Value Reason
Sep-09-2020 17:21:33 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number: 16

(US & Canada)

Medical History T Pacemaker Impl

erm:
Start Date:
Ongoing:

ant
Dec/23/2019

NO
End Date:

Dec/23/2019
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1095) Tekton Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

1.p Line/MH Number:

Date L ocation User Value Reason
Sep-09-2020 17:21:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |16
(US & Canada)
1.p Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-09-2020 17:21:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Pacemaker Implant
(US & Canada) (b) (6)
1.p Start Date:
Date L ocation User Value Reason
Sep-09-2020 17:21:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Dec/23/2019
(US & Canada) () (6)
1.p Ongoing:
Date L ocation User Value Reason
Sep-09-2020 17:21:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) () (6) End Date:

Dec/23/2019
1q
Date Location | User | Value Reason
Sep-09-2020 17:23:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number: 17

(US & Canada)

Medical History T Pacemaker Expl

em: ant
Start Date: Jul/24/2020
Ongoing: NO
End Date:
Jul/24/2020
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1095
Subject No: 10951107
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: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

1.qLine/MH Number:

Date L ocation User Value Reason

Sep-09-2020 17:23:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) |17

(US & Canada)

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

Date L ocation User Value Reason

Sep-11-2020 08:25:35 ACVOPFEINFP6000 | Quan Jason Query 1: Closed Response satisfies

(UTC-06:00) Central Gong query

Time (US & Canada) (b) (4)

Sep-10-2020 14:51:42 ACVOPFEINFP6000 |(b) Query 1: Answered 1) Pl believesthisis

(UTC-06:00) Central 4), from an unstable

Time (US & Canada) (b) (6) rhythm. Explant due
to body rejection of
the pacemaker
according to the pt. If
information would
have been reported by
pt a visit one, this
participant would not
have been enrolled.

Sep-09-2020 22:01:40 ACVOPFEINFP6000 | Quan Jason Query 1: Opened GPDCIin: Appreciate

(UTC-06:00) Central Gong theinfo that

Time (US & Canada) (b) (4 pacemaker
implant/explant were
not reported by the
subject Visit 1. 1)
Please further obtain
the reason for those
procedures; 2) please
get PI' assessment
against Inclusion #3
(retrospectively
though).

Sep-09-2020 17:23:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

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

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

1.q Start Date:

Date L ocation User Value Reason

Sep-09-2020 17:23:37 AcVOPFEINFP000 |B) (4), (B) (6) | pata Entry: Initial Entry
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Header Text: 4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

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

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

(UTC-06:00) Central Time (b) (4), Jul/24/2020
(US & Canada) (b) (6)
1.q Ongoing:
Date L ocation User Value Reason
Sep-09-2020 17:23:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (6) End Date:
Jul/24/2020
1lr
Date L ocation User Value Reason
Sep-10-2020 14:53:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | Line/MH Number: 18
Medical History Term: insomnia
Start Date: Jul/15/2020
Ongoing: YES
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

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

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

1.r Line/MH Number:

Date L ocation User Value Reason
Sep-10-2020 14:53:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |18

(US & Canada)

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

Date L ocation User Value Reason
Sep-10-2020 14:53:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), insomnia

(US & Canada) (b) (6)

1.r Start Date:

Date L ocation User Value Reason
Sep-10-2020 14:53:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Jul/15/2020

(US & Canada) () (6)

1.r Ongoing:

Date L ocation User Value Reason
Sep-10-2020 14:53:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES

(US & Canada) () (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: VITAL SIGNS- BASELINE - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1095) Tekton Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date:

Date L ocation | User | Value Reason
Aug-07-2020 18:21:19 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Aug/7/2020

(US & Canada) (b) (6)

2. Weight:

Date L ocation User Value Reason
Aug-07-2020 18:21:19 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), 103.8

(US & Canada) (b) (6)

3. Unit:

Date L ocation |User |VaJue Reason
Aug-07-2020 18:21:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), kg

(US & Canada) (b) (6)

4. Height:

Date L ocation User Value Reason
Aug-07-2020 18:21:19 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), 180.0

(US & Canada) (b) (6)

5. Unit:

Date L ocation |User |VaJue Reason
Aug-07-2020 18:21:19 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), cm

(US & Canada) (b) (6)

6. Body Mass | ndex:

Date L ocation User Value Reason
Aug-07-2020 18:21:19 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |[32.0

(US & Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951107 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
7.a
Date L ocation User Value Reason
Aug-07-2020 18:21:19 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Record Identifier:: 1
(US & Canada) (b) (6) Temperature: 97.8

TemperatureUnit: F

Temperature Locati ORAL CAVI

on:: TY
7.a Record | dentifier:
Date L ocation User Value Reason
Aug-07-2020 18:21:19 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), 1
(US & Canada) (b) (6)
7.a Temperature:
Date L ocation User Value Reason
Aug-07-2020 18:21:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (4), 97.8
(US & Canada) (b) (6)
7.aUnit:
Date L ocation User Value Reason
Aug-07-2020 18:21:19 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), F
(US & Canada) (b) (6)
7.a Temperature Location:
Date L ocation User Value Reason
Aug-07-2020 18:21:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), ORAL CAVITY
(US & Canada) (b) (6)
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Header Text: 4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Randomization Date :

Date L ocation | User | Value Reason
Aug-07-2020 18:21:41 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Aug/7/2020

(US & Canada) (b) (6)

2. Randomization Number:

Date L ocation User Value Reason
Aug-07-2020 18:21:41 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), 224438

(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: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Data Origin

Date L ocation User Value Reason
Aug-07-2020 18:42:03 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | SITE

(US & Canada)

2. Sample Type

Date L ocation User Value Reason
Aug-07-2020 18:42:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM

(US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Aug-07-2020 18:42:08 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Centra Time (autoquery)
(US & Canada)
Aug-07-2020 18:42:03 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sampl e Collected?
(UTC-06:00) Central Time (autoquery) is Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Aug-07-2020 18:42:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES
(US & Canada) (b) (6) Date of Collection:
Aug/7/2020
5.a
Date L ocation User Value Reason
Aug-07-2020 18:42:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sample |D: BP3BY2
(US & Canada) (b) (6)
5.aSampleID
Date L ocation User Value Reason
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090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Aug-07-2020 18:42:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), BP3BY2

(US & Canada) (b) (6)

5.b

Date L ocation User Value Reason
Aug-07-2020 18:42:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sample ID: BP3BY3

(US & Canada) (b) (6)

5.b Sample ID

Date L ocation User Value Reason
Aug-07-2020 18:42:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), BP3BY3

(US & Canada) () (6)

5.c

Date L ocation User Value Reason
Aug-07-2020 18:42:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Sample |D: BP3BY 4

(US & Canada) (b) (6)

5.c Sample D

Date L ocation User Value Reason
Aug-07-2020 18:42:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), BP3BY4

(US & Canada) (b) (6)

5.d

Date L ocation User Value Reason
Aug-07-2020 18:42:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Sample |D: BPLIR

(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: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

5.d Sample ID

Date L ocation User Value Reason
Aug-07-2020 18:42:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), BPLJR

(US & Canada) (b) (6)

5e

Date L ocation User Value Reason
Aug-07-2020 18:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sample ID: BPLJJS

(US & Canada) () (6)

5.eSampleID

Date L ocation User Value Reason
Aug-07-2020 18:42:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, BPL1JS

(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: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Data Origin
Date L ocation User Value Reason
Aug-07-2020 18:43:22 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Aug-07-2020 18:43:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | NASAL_SWAB
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Aug-07-2020 18:43:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), YES
(US & Canada) (b) (6) Date of Collection:

Aug/7/2020
5.a
Date L ocation User Value Reason
Aug-07-2020 18:42:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Sample | D: BP3BB8
(US & Canada) (b) (6)
5.a Sample D
Date L ocation User Value Reason
Aug-07-2020 18:42:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), BP3BBS8
(US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation | User | Value Reason
Aug-07-2020 18:22:51 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO

(US & Canada) (b) (6)

2. Treatment Name

Date L ocation User Value Reason
Aug-07-2020 18:22:51 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | BLINDED THERAPY

(US & Canada)

3. Formulation:

Date L ocation | User | Value Reason
Aug-07-2020 18:22:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | INJECTION

(US & Canada)

4. Dose Date Time:

Date L ocation User Value Reason
Aug-07-2020 18:22:51 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Aug/7/2020 17:55

(US & Canada) (b) (6)

5. Anatomical Location:

Date L ocation | User | Value Reason
Aug-07-2020 18:22:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |DELTOID MUSCLE

(US & Canada)

6. Body Side:

Date L ocation User Value Reason
Aug-07-2020 18:22:51 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), RIGHT

(US & Canada) (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: 1095 Site Name: (1095) Tekton Research

Subject No: 10951107 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39

7. Route:

Date L ocation User Value Reason
Aug-07-2020 18:22:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |INTRAMUSCULAR

(US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Aug-07-2020 18:22:51 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | THE PROTOCOL SPECIFIED OBS

(US & Canada) ERVATION PERIOD

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

Date L ocation User Value Reason
Aug-07-2020 18:22:51 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES

(US & Canada) (b) (6)

090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: REACTOGENICITY DIARY - eCRF Audit Trail History
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951107 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Select appropriate response - Reactogenicity diary collection
Date L ocation | User | Value Reason
Aug-07-2020 18:22:58 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES- REACTOGENICITY E-DIAR
(US & Canada) (b) (6) Y COLLECTED FOR THIS SUBJE

CT
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Header Text: c4591001
Visit: V2 VAX2_L

Form Version: 22-Apr-2020 21:02

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1095) Tekton Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Aug-27-2020 16:14:12 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Aug/27/2020
(US & Canada) (b) (6)
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Header Text: 4591001

Visit: V2_VAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951107 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Were medicationstto treat fever/pain given on the last day the Subject Diary was completed?

Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (4), NO
(US & Canada) (b) (6)
2.a
Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-O600) Central Time (4), wmptom:: FE
(US & Canada) (b) (6) VE

R

Werefever or systemic sympt NO
oms present on thelast day th
e Subject Diary was complete

d?:
2.a Symptom:
Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), FEVER
(US & Canada) (b) (6)

2.aWere fever or systemic symptoms present on the last day the Subject Diary was completed?

Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (6)
2b
Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (4), Symptom:: FAT
(US & Canada) (b) (6) G

UE
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Header Text: c4591001

Visit: V2_VAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951107 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39

Werefever or systemic sympt NO
oms present on thelast day t
he Subject Diary was complet

ed?:
2.b Symptom:
Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), FATIGUE
(US & Canada) (b) (6)

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (6)
2c
Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Symptom:: HEA
(US & Canada) (b) (6) DAC

HE

Werefever or systemic symp NO
toms present on the last day
the Subject Diary was compl

eted?:
2.c Symptom:
Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), HEADACHE
(US & Canada) (b) (6)

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO

(US & Canada) (b) (6)
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Header Text: c4591001
Visit: V2_VAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951107 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
2.d
Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Symptom:: CH
(US & Canada) (b) (6) ILL
S

Werefever or systemic sympt NO
oms present on thelast day th
e Subject Diary was complete

d?:
2.d Symptom:
Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), CHILLS
(US & Canada) (b) (6)

2.d Were fever or systemic symptoms present on the last day the Subject Diary was compl eted?

Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (6)
2e
Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Symptom:: VO
(US & Canada) (b) (6) MIT

ING

Werefever or systemic symp NO
toms present on the last day

the Subject Diary was compl
eted?:
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Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1095
Subject No: 10951107

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research
Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:39

2.e Symptom:
Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), VOMITING
(US & Canada) (b) (6)
2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (4), NO
(US & Canada) (b) (6)
2f
Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Symptom:: DIA
(US & Canada) (b) (6) RR
HE
A

Werefever or systemic symp NO

toms present on the last day

the Subject Diary was compl

eted?:
2.f Symptom:
Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), DIARRHEA
(US & Canada) (b) (6)
2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (6)
29
Date L ocation User Value Reason
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Header Text: c4591001
Visit: V2_VAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951107 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Symptom:: NEW OR
(US & Canada) (b) (6) WORSEN
ED MUSC
LE PAIN

Werefever or systemic NO
symptoms present on t
he last day the Subject
Diary was completed?:

2.g Symptom:

Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NEW OR WORSENED MUSCLE P

(US & Canada) (b) (6) AIN

2.9 Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (6)
2.h
Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Symptom:: NEW OR
(US & Canada) (b) (6) WORSEN

ED JOIN

T PAIN

Werefever or systemic NO
symptoms present on t
he last day the Subject
Diary was completed?:
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Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1095

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject No: 10951107
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

2.h Symptom:
Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NEW OR WORSENED JOINT PAI
(US & Canada) (b) (6) N
2.h Were fever or systemic symptoms present on the last day the Subject Diary was compl eted?
Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (4), NO
(US & Canada) (b) (6)
3. Injection Site Location:
Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | DELTOID MUSCLE
(US & Canada)
4. I njection Site Body Side:
Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), RIGHT
(US & Canada) (b) (6)
5a
Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Injection Site Reaction:: RE
(US & Canada) (b) (6) DN
ESS

Wereinjection sitereactions NO

present on thelast day the S

ubject Diary was completed?
5.a Injection Site Reaction:
Date L ocation User Value Reason
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Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1095

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject No: 10951107
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), REDNESS
(US & Canada) (b) (6)
5.a Were injection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (6)
5.b
Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Injection Site Reaction:: SWE
(US & Canada) (b) (6) LLI
NG

Wereinjection sitereactions NO

present on thelast day the S

ubject Diary was completed

2
5.b Injection Site Reaction:
Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), SWELLING
(US & Canada) (b) (6)
5.b Were injection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (6)
5.c
Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Injection Site Reaction:: PAIN A
(US & Canada) (b) (6) T INJEC

TION S|
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Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1095

Subject No: 10951107
Generated By: (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

TE
Wereinjection sitereacti NO
onspresent on thelast d
ay the Subject Diary was

completed?:
5.c Injection Site Reaction:
Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), PAIN AT INJECTION SITE

(US & Canada)

(b) (6)

5.c Wereinjection site reactions present on the last day the Subject Diary was completed?

Date L ocation User Value Reason
Aug-27-2020 16:15:01 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO

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

Visit: V2_VAX2 L Form: VITAL SIGNS- TEMP - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951107 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date;
Date L ocation User Value Reason
Aug-27-2020 16:15:41 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Aug/27/2020
(US & Canada) (b) (6)
2a
Date L ocation User Value Reason
Aug-27-2020 16:15:31 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Record Identifier:: 1
(US& Canada) (b) (6) Temperature: 98.4

TemperatureUnit: F

Temperature Locati ORAL CAVI

on:: TY
2.a Record | dentifier:
Date L ocation User Value Reason
Aug-27-2020 16:15:31 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), 1
(US & Canada) (b) (6)
2.a Temperature:
Date L ocation User Value Reason
Aug-27-2020 16:15:31 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), 98.4
(US & Canada) (b) (6)
2.aUnit:
Date L ocation User Value Reason
Aug-27-2020 16:15:31 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), F
(US & Canada) (b) (6)
2.a Temperature Location:
Date L ocation User Value Reason
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Header Text: c4591001
Visit: V2_VAX2 L

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Site Name: (1095) Tekton Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Aug-27-2020 16:15:31 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), ORAL CAVITY
(US & Canada) (b) (6)

Page 144 of 214

*** Confidential***
FDA-CBER-2021-5683-1021741




090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

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, Locked, Frozen, Verified

Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951107 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Data Origin

Date L ocation User Value Reason
Aug-27-2020 16:15:48 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | SITE

(US & Canada)

2. Sample Type

Date L ocation User Value Reason
Aug-27-2020 16:15:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | NASAL_SWAB

(US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Aug-28-2020 11:40:58 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-06:00) Central (autoquery)

Time (US & Canada)

Aug-27-2020 23:13:25 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened ‘Sample Collected?
(UTC-06:00) Central is Yes, however no
Time (US & Canada) barcodes are

entered. Please
review and correct

as appropriate.
Aug-27-2020 16:15:48 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?
(UTC-06:00) Central (autoquery) is Yes, however no
Time (US & Canada) barcodes are

entered. Please
review and correct

as appropriate.
Aug-27-2020 16:15:48 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-06:00) Central YES
Time (US & Canada) Date of Collection:
Aug/27/2020
5.a
Date L ocation User Value Reason
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Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Aug-28-2020 11:40:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (ﬁ)' . Sample |D: BP3BG5

(US & Canada) (b) (6)

5.aSampleID

Date L ocation User Value Reason
Aug-28-2020 11:40:58 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), BP3BG5

(US & Canada) (b) (6)
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Header Text: c4591001
Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:04

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Aug-27-2020 16:16:12 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO

(US & Canada) (b) (6)

2. Treatment Name

Date L ocation User Value Reason
Aug-27-2020 16:16:12 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | BLINDED THERAPY

(US & Canada)

3. Formulation:

Date L ocation | User | Value Reason
Aug-27-2020 16:16:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | INJECTION

(US & Canada)

4. Dose Date Time:

Date L ocation User Value Reason
Aug-27-2020 16:16:12 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Aug/27/2020 15:11

(US & Canada) (b) (6)

5. Anatomical Location:

Date L ocation | User | Value Reason
Aug-27-2020 16:16:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |DELTOID MUSCLE

(US & Canada)

6. Body Side:

Date L ocation User Value Reason
Aug-27-2020 16:16:12 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), RIGHT

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

Visit: V2_VAX2 L Form: VACCINATION - eCRF Audit Trail History

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

Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951107 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39

7. Route:

Date L ocation User Value Reason
Aug-27-2020 16:16:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |INTRAMUSCULAR

(US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Aug-27-2020 16:16:12 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | THE PROTOCOL SPECIFIED OBS

(US & Canada) ERVATION PERIOD

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

090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Date L ocation User Value Reason
Aug-27-2020 16:16:12 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES
(US & Canada) (b) (6)
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Site No: 1095

Generated By: (b) (4)

Header Text: c4591001
Visit: V3_MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:02

Subject No: 10951107

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Oct-07-2020 03:01:09 ACVOPFEINFPG000 |(b) Query 1: Closed Per site confirmation

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

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

Oct-05-2020 18:10:24 ACVOPFEINFP6000 |(b) Query 1: Answered Participant wasin

(UTC-06:00) Central (4), hospital and SAE has

Time (US & Canada) (b) (6) been sent, thiswas
not related to COVID
but to other medical
issues.

Oct-03-2020 00:22:11 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Asper llIiness ediary

(UTC-06:00) Central (b) (6) records, subject

Time (US & Canada) reported "Yes' for
the question "Have
you experienced any
of the following?’
for the COVID-19
symptoms or
diagnosis on
10SEP2020. But
thereisno COVID
IlIness visit reported
in the database.
Please clarify.

Sep-28-2020 17:18:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Sep/28/2020

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

Visit: V3 MONTH1 _POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Were medicationstto treat fever/pain given on the last day the Subject Diary was completed?

Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (6)
2a
Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Symptom:: FE
(US & Canada) (b) (6) VE
R

Werefever or systemic symp NO

toms present on thelast day

the Subject Diary was compl

eted?:
2.a Symptom:
Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), FEVER
(US & Canada) (b) (6)
2.aWere fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (6)
2b
Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Symptom:: FAT
(US & Canada) (b) (6) IG

UE
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090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Header Text: c4591001
Visit: V3_MONTH1_POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1095

Subject No: 10951107
Generated By: (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Werefever or systemicsym NO
ptoms present on the last da
y the Subject Diary was co

mpleted?:
2.b Symptom:
Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), FATIGUE
(US & Canada) (b) (6)
2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) () (6)
2c
Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Symptom:: HEA
(US & Canada) (b) (6) DA

CHE

Werefever or systemic sym NO

ptoms present on thelast d

ay the Subject Diary wasc

ompleted?:
2.c Symptom:
Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), HEADACHE
(US & Canada) () (6)

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO

(US & Canada) (b) (6)
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Header Text: c4591001
Visit: V3_MONTH1_POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1095

Subject No: 10951107
Generated By: (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

2.d
Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Symptom:: CH
(US & Canada) (b) (6) IL
LS
Werefever or systemic symp NO
toms present on the last day
the Subject Diary was compl
eted?:
2.d Symptom:
Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), CHILLS
(US & Canada) () (6)
2.d Were fever or systemic symptoms present on the last day the Subject Diary was compl eted?
Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (6)
2e
Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Symptom:: VO
(US & Canada) (b) (6) MIT
ING

Werefever or systemic sym NO
ptoms present on thelast d

ay the Subject Diary wasc
ompleted?:
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Header Text: c4591001
Visit: V3_MONTH1_POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1095

Subject No: 10951107
Generated By: (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

2.e Symptom:

Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), VOMITING

(US & Canada) (b) (6)

2.e Were fever or systemic symptoms present on the last day the Subj

ect Diary was completed?

Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (6)
2.f
Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Symptom:: DIA
(US & Canada) (b) (6) RR
HE
A

Werefever or systemic sym NO

ptoms present on thelast d

ay the Subject Diary was co

mpleted?:
2.f Symptom:
Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), DIARRHEA
(US & Canada) () (6)
2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (6)
29
Date L ocation User Value Reason
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Header Text: c4591001
Visit: V3_MONTH1_POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1095

Subject No: 10951107
Generated By: (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Symptom:: NEW OR
(US & Canada) () (6) WORSEN
ED MUS
CLE PAIN
Werefever or systemi NO
€ symptoms present o
n thelast day the Sub
ject Diary was comple
ted?:
2.9 Symptom:
Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NEW OR WORSENED MUSCLE
(US & Canada) () (6) PAIN

2.0 Were fever or systemic symptoms present on the last day the Subject Diary was compl eted?

Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (6)
2.h
Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Symptom:: NEW OR
(US & Canada) (b) (6) WORSE
NED JOI
NT PAIN
Werefever or systemi NO
€ symptoms present o
n thelast day the Subj
ect Diary was complet
ed?:
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED

DATES - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Form Version: 30-Jul-2020 21:30
Site No: 1095

090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Subject No: 10951107
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

2.h Symptom:
Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NEW OR WORSENED JOINT PA
(US & Canada) (b) (6) IN
2.h Were fever or systemic symptoms present on the last day the Subject Diary was compl eted?
Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (6)
3. Injection Site Location:
Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocelc) | DELTOID MUSCLE
(US & Canada)
4. I njection Site Body Side:
Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), RIGHT
(US & Canada) () (6)
5a
Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Injection Site Reaction::  RE
(US & Canada) (b) (6) DN
ESS

Wereinjection sitereaction NO

spresent on thelast day the

Subject Diary was complete

d?:
5.a Injection Site Reaction:
Date L ocation User Value Reason
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED

DATES - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research

Form Version: 30-Jul-2020 21:30
Site No: 1095

090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Subject No: 10951107
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), REDNESS
(US & Canada) () (6)
5.a Were injection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (6)
5.b
Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (OF Injection Site Reaction::  SWE
(US & Canada) (b) (6) LLI
NG
Wereinjection sitereaction NO
spresent on thelast day th
e Subject Diary was compl
eted?:
5.b Injection Site Reaction:
Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), SWELLING
(US & Canada) (b) (6)
5.b Were injection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) () (6)
5.c
Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time @), Injection Site Reaction: PAIN A
(US & Canada) () (6) : TINJE
CTION
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Header Text: c4591001
Visit: V3_MONTH1_POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951107 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
SITE

Wereinjection sitereac NO
tions present on the last

day the Subject Diary w

as completed?:

5.c Injection Site Reaction:

Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), PAIN AT INJECTION SITE

(US & Canada) () (6)

5.c Wereinjection site reactions present on the last day the Subject Diary was completed?

Date L ocation User Value Reason
Sep-28-2020 17:19:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO

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

Visit: V3 MONTH1 _POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Data Origin
Date L ocation User Value Reason
Sep-28-2020 17:19:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Sep-28-2020 17:19:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Sep-28-2020 18:28:06 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Sep-28-2020 17:19:53 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?
(UTC-06:00) Central (autoquery) is Yes, however no
Time (US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Sep-28-2020 17:19:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6) Date of Collection:
Sep/28/2020
5.a
Date L ocation User Value Reason
Sep-28-2020 18:28:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sample ID: BPY2MW
(US & Canada) (b) (6)
5.aSampleID
Date L ocation User Value Reason
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Header Text: c4591001

Visit: V3 MONTHL_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Sep-28-2020 18:28:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), BPY2MW

(US & Canada) () (6)

5.b

Date L ocation User Value Reason
Sep-28-2020 18:28:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sample | D: BPY2MX

(US & Canada) (b) (6)

5.b Sample ID

Date L ocation User Value Reason
Sep-28-2020 18:28:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), BPY2MX

(US & Canada) () (6)

5.c

Date L ocation User Value Reason
Sep-28-2020 18:28:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Sample ID: BPY2MY

(US & Canada) (b) (6)

5.c Sample D

Date L ocation User Value Reason
Sep-28-2020 18:28:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), BPY2MY

(US & Canada) () (6)

5.d

Date L ocation User Value Reason
Sep-28-2020 18:28:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4, Sample |D: BPCTCJ

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

Visit: V3 MONTHL_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

5.d Sample ID

Date L ocation User Value Reason
Sep-28-2020 18:28:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), BPCTCJ

(US & Canada) (b) (6)

5e

Date L ocation User Value Reason
Sep-28-2020 18:28:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (4), Sample|D: BPCTCK

(US & Canada) (b) (6)

5.eSampleID

Date L ocation User Value Reason
Sep-28-2020 18:28:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), BPCTCK

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

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

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason

Sep-28-2020 17:23:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time 4), Sen/28/2020

(US & Canada) (b) (6)

2. Phase of Disposition:

Date L ocation User Value Reason

Sep-28-2020 17:23:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | VACCINATION

(US & Canada)

3. Status:

Date L ocation User Value Reason

Oct-05-2020 13:32:03 ACVOPFEINFP6000 | Katherine Liau | Query 1: Closed Response satisfies

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

Time (US & Canada)

Oct-05-2020 11:02:42 ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Oct-05-2020 11:01:28 ACVOPFEINFP6000 | auto query Query 2: Opened Response to " Status®

(UTC-06:00) Central (autoquery) is COMPLETED but

Time (US & Canada) "Specify Status' is
Provided.

Oct-05-2020 11:01:28 ACVOPFEINFP6000 | auto query Query 1: Answered confirmed

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Oct-05-2020 11:01:28 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: confirmed

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

Time (US & Canada)

Oct-02-2020 01:52:07 ACVOPFEINFP6000 | Katherine Liau | Query 1: Opened GPD CLIN: Please

(UTC-06:00) Central (b) (4) confirm if subject

Time (US & Canada) received 2
vaccinations and
completed Visit 3 for
the safety follow up.
If confirmed, please
update reason for
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

EOT as "completed”
per CCG guidance.
Sep-28-2020 17:23:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), WITHDRAWAL BY SUBJECT
Time (US & Canada) (b) (6)
4. Specify Status:
Date L ocation User Value Reason
Oct-05-2020 11:02:42 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-06:00) Central (6)
Time (US & Canada)
Oct-05-2020 10:58:00 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-06:00) Central (6) withdrawal by participant
Time (US & Canada) due to ongoing medical issues
Sep-28-2020 17:23:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), due to ongoing medical issues
Time (US & Canada) (b) (6)
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Header Text: c4591001

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

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason

Mar-10-2021 10:36:30 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

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

Time (US & Canada)

Mar-09-2021 09:39:34 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Answered Participant did not

(UTC-06:00) Central sign anew consent.

Time (US & Canada) Was unblinded at
participant request
so that vaccine could
be sought outside of
study.

Mar-05-2021 09:27:45 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1. Opened This subject hasa

(UTC-06:00) Central reconsent date of

Time (US & Canada) 12Feb2021. Please
confirm this
occurred, if so and
the subject isno
longer withdrawn;
please clear this
form and complete
after all scheduled
events compl eted.
Else clarify

Sep-28-2020 17:24:00 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Central Sep/28/2020

Time (US & Canada)

2. Phase of Disposition:

Date L ocation User Value Reason

Sep-28-2020 17:24:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | FOLLOW-UP

(US & Canada)

3. Status:

Date L ocation User Value Reason

Sep-28-2020 17:24:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central Time 4), WITHDRAWAL BY SUBJECT

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

090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail History
Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951107 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
4. Specify Status:
Date L ocation User Value Reason
Sep-28-2020 17:24:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), due to ongoing medical issues
(US & Canada) () (6)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951107 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date L ocation User Value Reason
Aug-27-2020 16:21:48 ACVOPFEINFP6000 |(b) (4), Form Created

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

(US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951107 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date L ocation User Value Reason
Sep-01-2020 17:23:07 ACVOPFEINFP6000 |(b) Form Created

(UTC-06:00) Central Time 4,

(US & Canada) (b) (6)

090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951107 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date L ocation User Value Reason
Sep-11-2020 17:33:06 ACVOPFEINFP6000 |(b) Form Created

(UTC-06:00) Central Time @,

(US & Canada) {7t

Page 167 of 214

*** Confidential***
FDA-CBER-2021-5683-1021764



090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Category:

Date L ocation User Value Reason
Aug-27-2020 16:21:48 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Centra Time (autocalc) | ADVERSE EVENT

(US & Canada)

2. AE ID:

Date L ocation User Value Reason
Aug-27-2020 16:21:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |1

(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Aug-27-2020 16:21:48 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (4), Hypoglycemia
(US & Canada) (b) (6)
4. Start Date Time:
Date L ocation User Value Reason
Aug-27-2020 16:21:48 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Aug/12/2020 12:00
(US & Canada) (b) (6)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Aug-27-2020 16:21:48 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (6) End Date Time:

Aug/12/2020 13:00
6. Toxicity Grade:
Date L ocation User Value Reason
Aug-27-2020 16:21:48 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (4), 1
(US & Canada) (b) (6)
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090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

7. |sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant

disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may require

medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Aug-27-2020 16:21:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (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
Aug-27-2020 16:21:48 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO
(US & Canada) (b) (6)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Aug-27-2020 16:21:48 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NOT RELATED
(US & Canada) (b) (6) If Not Related to study treatment(s),

this event is due to:

OTHER
If Other, specify:
Hypoglycemia, oninsulin, isty
pe |l diabetic

10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Aug-27-2020 16:21:48 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NOT APPLICABLE
(US & Canada) (b) (6)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
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090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Aug-27-2020 16:21:48 ACVOPFEINFPG0O00 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra Time (4), NO

(US & Canada) (b) (6)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Aug-27-2020 16:21:48 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), YES

(US & Canada) (b) (6)

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

Date L ocation User Value Reason
Aug-27-2020 16:21:48 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), RECOVERED/RESOLVED

(US & Canada) (b) (6)

14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Aug-27-2020 16:21:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), NO

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

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951107 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Category:

Date L ocation User Value Reason

Sep-06-2020 12:52:21 ACVOPFEINFP6000 | Quan Jason | Query 1: Closed Moved the query

(UTC-06:00) Central Time Gong under the AE of

(US & Canada) (b) (4) "Dizziness".

Sep-03-2020 14:11:41 ACVOPFEINFPE000 | Quan Jason | Query 1: Opened GPDCIin: SAE report

(UTC-06:00) Centra Time Gong states "temazepam

(US & Canada) (b) (4) (RESTORIL) for
insomnia from
15Jul2020 and
ongoing". Please
clarify if insomniais
an ongoing MHx and
if yes, pleaseadd itin
MHXx section.

Sep-01-2020 17:23:07 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry

(UTC-06:00) Central Time (autocalc) |ADVERSE EVENT

(US & Canada)

2. AE ID:

Date L ocation User Value Reason

Sep-01-2020 17:23:07 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-02-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 10: Closed Response satisfies query

23:44:28

(UTC-06:00)

Central Time (US&

Canada)

Nov-02-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 10: Answered | This has been updated and submitted.

16:29:40

(UTC-06:00)

Centra Time (US&

Canada)

Nov-01-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 10: Opened Clinical - please update SAE term to
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Header Text: 4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen

Site Name: (1095) Tekton Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

17:49:31
(UTC-06:00)
Centra Time (US&
Canada)

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

match event term 'Dizziness,
secondary to Clonidine reaction' if this
isthefina term

Oct-30-2020
19:59:34
(UTC-06:00)
Centra Time (US&
Canada)

ACVOPFEINFP6000

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

Query 9: Closed

Response satisfies query

Oct-30-2020
05:13:47
(UTC-06:00)
Central Time (US&
Canada)

ACVOPFEINFP6000

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

Query 8: Closed

Response satisfies query

Oct-29-2020 ACVOPFEINFP6000 | auto query Query 9: Answered updated
14:31:07 (autoquery)

(UTC-06:00)

Central Time (US&

Canada)

Oct-29-2020 ACVOPFEINFP6000 | auto query Query 8: Answered updated
14:31:07 (autoquery)

(UTC-06:00)

Central Time (US&

Canada)

Oct-29-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: updated
14:31:07 Dizziness, secondary
(UTC-06:00) to Clonidine reaction

Central Time (US&
Canada)

Oct-23-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 9: Opened Clinical - For areaction to any

13:14:58 medication, please use the clinical

(UTC-06:00) event that describes the reaction to

Central Time (US& report, with AE relationship to any

Canada) medication in the Causality field.
Please update in CRF and submit SAE
followup

Oct-23-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 8: Opened SAE

05:17:11 RECON:AER#2020353828,appreciate

(UTC-06:00) the update of term to 'Reaction to

Central Time (US&
Canada)

medication’ but codes to “unevaluable
event” in both databases.If ‘dizziness
previously submitted is the underlying
event,please update AE CRF and
submit follow up AEM form to Safety.
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Site No: 1095

Header Text: 4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Subject No: 10951107
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen

Site Name: (1095) Tekton Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Central Time (US&

Oct-13-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 7: Closed Response satisfies query

09:17:50

(UTC-06:00)

Central Time (US&

Canada)

Oct-13-2020 ACVOPFEINFP6000 | auto query Query 7: Answered New Information

09:15:54 (autoquery)

(UTC-06:00)

Central Time (US&

Canada)

Oct-13-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: New Information

09:15:54 Reaction to medicati

(UTC-06:00) on

Centra Time (US&

Canada)

Oct-13-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 7: Opened SAE RECON:AER#2020339734, the

05:52:39 term in Safety database was updated

(UTC-06:00) to 'REACTION TO MEDICATION'

Centra Time (US& while retained as 'Dizzinessin AE

Canada) CRF. Please confirm correct term. If
safety update is required, please
submit a follow-up form.

Oct-07-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 6: Closed Response satisfies query

12:17:28

(UTC-06:00)

Central Time (US&

Canada)

Oct-05-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 6: Answered awaiting records, at thistimethisis

18:07:14 unknown

(UTC-06:00)

Central Time (US&

Canada)

Sep-23-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 6: Opened CLINICAL If relationship of

13:03:41 Dizziness event to change in BP

(UTC-06:00) medication is highly probable per PI,

consider updating of OTHER

Canada)

Central Time (US&

Canada) relationship = 'Unknown' to changein
BP medication

Sep-23-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 6: Candidate | CLINICAL If relationship of

07:38:41 Dizziness event to change in BP

(UTC-06:00) medication is highly probable per PI,

consider updating of OTHER
relationship = 'Unknown' to changein
BP medication
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Header Text: 4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Sep-22-2020 ACVOPFEINFP6000 | Quan Jason Gong | Query 5: Closed Wait for hospital discharge summary.

21:19:38 (b) (4)

(UTC-06:00)

Central Time (US&

Canada)

Sep-11-2020 ACVOPFEINFP6000 | Quan Jason Gong | Query 5: Opened GPDClin: Thank you for al the

13:38:17 (b) (4) responses to multiple queries! Please

(UTC-06:00) try to get the discharge diagnosis

Centra Time (US & which specified the underlying

Canada) cause/condition of the dizziness
symptom.

Sep-11-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 4: Closed Response satisfies query

09:09:04

(UTC-06:00)

Central Time (US&

Canada)

Sep-11-2020 ACVOPFEINFP6000 | Quan Jason Gong | Query 3: Closed Response satisfies query

08:28:12 (b) (4)

(UTC-06:00)

Central Time (US&
Canada)

Sep-10-2020
14:56:04
(UTC-06:00)
Centra Time (US&
Canada)

ACVOPFEINFP6000

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

Query 3: Answered

Yes, ongoing and this has been
updated

Sep-10-2020
14:52:54
(UTC-06:00)
Centra Time (US&
Canada)

ACVOPFEINFP6000

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

Query 4: Answered

Dueto arrhythmia, start date
unknown, will follow up with
participant

Sep-09-2020
22:02:12
(UTC-06:00)
Centra Time (US&
Canada)

ACVOPFEINFP6000

Quan Jason Gong
(b) (4)

Query 2: Closed

Response satisfies query

Sep-09-2020
17:24:58
(UTC-06:00)
Central Time (US&
Canada)

ACVOPFEINFP6000

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

Query 2: Answered

This has been updated and please
know thiswas NOT REPORTED at
visit 1.

Sep-09-2020
12:04:22

ACVOPFEINFP6000

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

Query 4: Opened

SAE history includes pacemaker
implant on 24 Dec 2019 and explant
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(UTC-06:00)

Central Time (US&

on 24 Jul 2020; it does not specify the
condition which required a pacemaker.

Central Time (US&

Canada) Please include thisinformation in
Medical History, as there may be
relevance to the Dizziness SAE.

Sep-09-2020 ACVOPFEINFP6000 | Quan Jason Gong | Query 2: Reissued:O | GPDClin: The MHx moduleis not

09:27:42 (b) (4) pened frozen on my end. Please let me know

(UTC-06:00) if you can update it per the previous

query re pacemaker. "Please 1) add

Canada) those in MHX; 2)also add the
corresponding medical condition as
separate MHx item for those
procedures.”

Sep-08-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Answered | Please unfreeze medical history and

19:18:22 requery

(UTC-06:00)

Central Time (US&

Canada)

Sep-06-2020 ACVOPFEINFP6000 | Quan Jason Gong | Query 3: Opened GPDClIin: SAE report states

12:51:15 (b) (4) "temazepam (RESTORIL) for

(UTC-06:00) insomnia from 15Jul2020 and

Central Time (US& ongoing". Please clarify if insomniais

Canada) an ongoing MHx and if yes, please
add it in MHXx section.

Sep-03-2020 ACVOPFEINFP6000 | Quan Jason Gong | Query 2: Opened GPDCIin: SAE report states

14:06:26 (b) (4 "pacemaker implant on 24Dec2019,

(UTC-06:00) pacemaker explant on 24Jul2020".

Central Time (US& Please 1) add thosein MHX; 2)also

Canada) add the corresponding medical
condition as separate MHXx item for
those procedures.

Sep-03-2020 ACVOPFEINFP6000 | Quan Jason Gong | Query 1: Closed This query should be moved to MHx

14:02:12 (b) (4) section for Hypertension.

(UTC-06:00)

Centra Time (US&

Canada)

Sep-03-2020 ACVOPFEINFP6000 | Quan Jason Gong | Query 1: Opened GPDClin: Per the SAE report, the

13:57:59 (b) (4) participant started clonidine and

(UTC-06:00) hydralazine for this condition started 1

Centra Time (US& day and 3 weeks prior to the 1st study

Canada) dose. Please provide assessment for
inclusion criterion 3 (stable disease in
the past 6 weeks and rationale.

Sep-01-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
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17:23:07 (b) (4), (b) (6) Dizziness

(UTC-06:00)

Centra Time (US&

Canada)

4, Start Date Time:

Date L ocation User Value Reason
Sep-01-2020 17:23:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), Aug/31/2020 16:00

(US & Canada) (b) (6)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Oct-09-2020 15:36:42 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), NO

Time (US & Canada) (b) (6) End Date Time:

Sep/2/2020 UNK:UNK

Oct-07-2020 01:17:19 ACVOPFEINFPE000 |(b) (4), (b) (6) |Query 1: Closed Response satisfies
(UTC-06:00) Centra query.
Time (US & Canada)
Oct-06-2020 12:21:09 ACVOPFEINFP6000 |(b) (4), Query 2: Closed Response satisfies
(UTC-06:00) Central (b) (6) query
Time (US & Canada)
Oct-05-2020 18:06:44 ACVOPFEINFPE000 | auto query Query 2: Answered updated info
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Oct-05-2020 18:06:44 ACVOPFEINFP6000 | auto query Query 1: Answered Answer Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Oct-05-2020 18:06:44 ACVOPFEINFP6000 |(b) Data Entry: updated info
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6) End Date Time:

Sep/22/2020 UNK:UNK
Oct-05-2020 13:37:39 ACVOPFEINFPG000 |(b) (4), Query 2: Opened CLINICAL -
(UTC-06:00) Centra (b) (6) Followup

Time (US & Canada)

information for
substernal Chest Pain
SAE records an event
stop date of 10 Sept
2020; please review
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ongoing AE status

and update as

appropriate
Sep-30-2020 04:12:59 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Reissued:Opened DM: Thank you for
(UTC-06:00) Central your response.
Time (US & Canada) However, please

keep the query open

until updates are
made. Else clarify.

Sep-29-2020 15:49:01 ACVOPFEINFPG000 |(b) (4), (b) Query 1: Answered awaiting records
(UTC-06:00) Central (6) from hospital. will
Time (US & Canada) update as soon as
records received.
Sep-28-2020 17:24:00 ACVOPFEINFP6000 | auto query Query 1. Opened 'Digposition
(UTC-06:00) Central (autoquery) Follow-up formis

Time (US & Canada)

completed and this
Adverse Event is till
ongoing. Please
review and update as

appropriate.
Sep-01-2020 17:23:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
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6. Toxicity Grade:

Date L ocation User Value Reason
Sep-01-2020 17:37:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 2

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

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date

L ocation

Oct-30-2020 19:52:19
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Oct-29-2020 14:31:48
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Oct-27-2020 21:59:50
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Oct-26-2020 20:10:28
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Oct-22-2020 14:49:16
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

User Value Reason

(b) (4), Query 3: Closed Query closed; will

(b) (6) follow for SAE
update with the
requested COVID test
info

(b) Query 3: Answered Thisisbeing

(4), submitted today

(b) (6)

(b) (4), Query 3: Opened Clinical —If Med

(b) (6) records not
received/subject
cannot be contacted
to state whether
hospital COVID test
was performed,
please submit this
information to a
follow-up SAE, as
pertinent information
for thistrial.

(b) (4), Query 2: Closed Response satisfies

(b) (6) query

(b) Query 2: Answered No additional

(4), information has been

(b) (6) provided regarding
this. At thistime we
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have attempted
several timesto
reguest records and
pt. has withdrawn
from the study.

Oct-22-2020 02:05:45 ACVOPFEINFP6000 |(b) (4), (b) Query 2: Opened Clinical COVID

(UTC-06:00) Central (6) testing has not been

Time (US & Canada) reported in the SAE
submitted to safety.
Please submit a
follow-up SAE form
[#2020339734] to
provide whether
COVID testing was
performed (yes/no)
and if yes, the results.

Oct-21-2020 14:04:20 ACVOPFEINFP6000 |(b) (4), Query 2: Candidate Clinica COVID

(UTC-06:00) Central (b) (6) testing has not been

Time (US & Canada) reported in the SAE
submitted to safety.
Please submit a
follow-up SAE form
[#2020339734] to
provide whether
COVID testing was
performed (yes/no)
and if yes, the results.

Sep-02-2020 06:55:47 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Sep-01-2020 17:23:07 ACVOPFEINFP6000 | auto query Query 1. Candidate For AE Dizziness:

(UTC-06:00) Central (autoquery) Responseto "Isthe

Time (US & Canada) adverse event
serious?' is'Yes but
"Serious Adverse
Event Number" is
blank.

Sep-01-2020 17:23:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

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

Time (US & Canada) (b) (6) Isthis serious event associated

with congenital anomaly or birth
defect?
NO
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Did this serious event result in d
eath?

NO

Did this serious event require or
prolong hospitalization?

YES
Did this serious event result in p
ersistent or significant disability/
incapacity?

NO

Isthis serious event life threaten
ing?

NO

Other medically important serio
us event

NO

8. Isthis adverse event theresult of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Sep-01-2020 17:23:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO

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

090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

9. Isthisevent related to study treatment:

Date L ocation User Value Reason

Sep-23-2020 07:37:39 ACVOPFEINFP6000 |(b) (4), Query 1: Closed change to candidate

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

Time (US & Canada)

Sep-11-2020 09:11:52 ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opened CLINICAL If

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

Time (US & Canada) Dizziness event to
changein BP
medication is highly
probable per PI,

consider updating of
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OTHER relationship
='Unknown' to
changein BP
medication
Sep-10-2020 14:57:33 ACVOPFEINFP6000 |(b) Query 1: Answered Per PI, thisis highly
(UTC-06:00) Central (4), probable thisis
Time (US & Canada) (b) (6) related to the change
in the bp medication.
Sep-09-2020 11:45:50 ACVOPFEINFP6000 |(b) (4), Query 1: Opened due to temporal
(UTC-06:00) Central (b) (6) relationship, please
Time (US & Canada) evaluate possible
relationship of
Dizziness SAE to
recent new HTN
medications
Sep-01-2020 17:23:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NOT RELATED
Time (US & Canada) (b) (6) If Not Related to study treatment(
s), thisevent is due to:
OTHER
If Other, specify:
unknown
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Sep-01-2020 17:23:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NOT APPLICABLE
Time (US & Canada) (b) (6)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Sep-01-2020 17:23:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NO
Time (US & Canada) (b) (6)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Sep-01-202017:23:07 | AcvoPFEINFPeo00 @) (4): (0) (6) | pata Entry: Initial Entry
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(UTC-06:00) Central (b) (4), NO

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

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

Date L ocation User Value Reason

Oct-12-2020 08:18:22 | ACVOPFEINFP6000 |(b) (4), Query 2: Closed Per PSSR confirmation, the

(UTC-06:00) Central (b) (6) outcome is now

Time (US & Canada) recovered/resolved in Argus
DB.

Oct-11-2020 08:09:38 | ACVOPFEINFP6000 |(b) (4), Query 2: Reissued:Candidate | Pending SDB update

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

Time (US & Canada)

Oct-09-2020 15:30:24 | ACVOPFEINFP6000 |(b) Query 2: Answered This SAE was updated on

(UTC-06:00) Central 4, 10SEP2020. Thiswas

Time (US & Canada) (b) (6) refaxed today aswell as
sent to ICON as requested.

Oct-06-2020 22:07:45 | ACVOPFEINFP6000 |(b) (4), Query 2: Reissued:Opened SAE RECON 1:The

(UTC-06:00) Central (b) (6) outcome was reported as

Time (US & Canada) NOT RECOVERED/NOT
RESOLVED on Safety
database while
RECOVERED/RESOLVED
in AE CRF. Please confirm
correct outcome.

Oct-06-2020 13:22:16 | ACVOPFEINFP6000 |(b) Query 2: Answered Please clarify what is meant

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

Time (US & Canada) () (6)

Oct-06-2020 06:12:05 | ACVOPFEINFPE000 |(b) (4), Query 2: Opened SAE

(UTC-06:00) Central (b) (6) RECON:AER#2020339734

Time (US & Canada) ,outcome was updated to
RECOVERED/RESOLVED
in AE CRF however,
reported as NOT
RECOVERED/NOT
RESOLVED on SDB.
Please confirm correct
outcome. If safety updateis
required, please submit a
follow-up form

Oct-05-2020 18:07:54 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)
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Oct-05-2020 18:07:54 | ACVOPFEINFPE000 |(b) Data Entry: updated

(UTC-06:00) Central (4), RECOVERED/RESOLVED

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

Oct-05-2020 18:06:44 | ACVOPFEINFP6000 | auto query Query 1: Opened For AE Dizziness:

(UTC-06:00) Central (autoquery) Response to "What was the

Time (US & Canada) outcome of this adverse
event?' is'Not
Recovered/Not Resolved'
but AE End Date/Timeis
present.

Sep-01-2020 17:23:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (@), NOT RECOVERED/NOT R

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

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

Date L ocation User Value Reason

Sep-01-2020 17:23:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), NO

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

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason

Sep-02-2020 06:55:47 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) 2020339734

(US & Canada)
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1. Category:

Date L ocation User Value Reason

Sep-11-2020 17:33:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | ADVERSE EVENT

(US & Canada)

2. AEID:

Date L ocation User Value Reason

Sep-11-2020 17:33:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Centra Time (autocalc) |3

(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Nov-11-2020 05:31:22 | ACVOPFEINFP6000 |(b) (4), Query 5: Closed Response satisfies query

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

Time (US & Canada)

Nov-10-2020 12:39:57 | ACVOPFEINFP6000 |(b) Query 5: Answered This has been updated and will

(UTC-06:00) Central 4), be resent.

Time (US & Canada) () (6)

Nov-10-2020 06:59:33 | ACVOPFEINFPG000 |(b) (4), Query 5: Reissued:Opened | SAE RECON 2:Per the DSU:

(UTC-06:00) Central (b) (6) We received afollow-up report

Time (US & Canada) that clarified tachy- arrythmia as
the event term, however source
did not document removal of
event substernal chest wall pain.
A new SAE form is needed from
the site to update the eventsin
Argus.

Nov-06-2020 05:11:28 | ACVOPFEINFP6000 |(b) (4), Query 5: Reissued:Candida | For PSSR review

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

Time (US & Canada)

Nov-05-2020 11:27:30 | ACVOPFEINFP6000 |(b) Query 5: Answered This updated SAE form was

(UTC-06:00) Central 4), sent. Clarified event as

Time (US & Canada) (b) (6) suspected tach-arrhythmia,

Nov-03-2020 06:37:27 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 5: Reissued:Opened | SAE RECON 1:1n Safety DB

(UTC-06:00) Central 'substernal chest wall pain' is
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Time (US & Canada)

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

still recorded as separate entry.|f
event isnot avalid SAE term,
please submit afollow up AEM
form to clarify the event in

Safety database.

Nov-02-2020 16:30:28 | ACVOPFEINFP6000 |(b) Query 5: Answered This was updated to suspected

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

Time (US & Canada) () (6)

Nov-01-2020 07:51:56 | ACVOPFEINFP6000 |(b) (4), Query 5: Opened SAE

(UTC-06:00) Central (b) (6) RECON:AER#2020353828 term

Time (US & Canada) was updated to 'Suspected tachy-
arrythmia. However,in Safety
DB 'substernal chest wall pain'is
recorded as separate entry.
Please confirmif it should be
added asan SAE in
Inform.Otherwise, submit a ffup
form to update SDB

Oct-30-2020 14:37:40 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central (4), Suspected tachy-arrythmia

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

Oct-30-2020 14:01:31 | ACVOPFEINFP6000 |(b) Data Entry: Per PI, clarification

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

Time (US & Canada) () (6)

Oct-24-2020 08:49:43 | ACVOPFEINFP6000 |(b) (4), Query 4: Closed Response satisfies query

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

Time (US & Canada)

Oct-23-2020 17:54:36 | ACVOPFEINFP6000 | auto query Query 4: Answered updated

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Oct-23-2020 17:54:36 | ACVOPFEINFP6000 |(b) Data Entry: updated

(UTC-06:00) Central 4, Substernal chest wall pain

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

Oct-22-2020 22:32:18 | ACVOPFEINFP6000 |(b) (4), Query 4: Reissued:Opened | SAE RECON 1: Form is now

(UTC-06:00) Central (b) (6) unfreeze. Please confirm if term

Time (US & Canada) should be updated to "substernal
CHEST WALL PAIN'. If so,
please edit accordingly.

Oct-22-2020 14:50:09 | ACVOPFEINFP6000 |(b) Query 4: Answered please unfreeze and requery

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

Time (US & Canada) () (6)
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Oct-21-2020 05:59:19 | ACVOPFEINFP6000 |(b) (4), Query 4: Opened SAE

(UTC-06:00) Central (b) (6) RECON:AER#2020353828,the

Time (US & Canada) term in Safety database was
retained as 'substernal CHEST
WALL PAIN' however, recorded
as 'substernal CHEST PAIN'in
AE CRF. Please clarify fina
diagnosis/correct term.If safety
update is required, submit a
follow-up SAE Form

Oct-21-2020 05:55:25 | ACVOPFEINFP6000 |(b) (4), Query 3: Closed revised query text

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

Time (US & Canada)

Oct-21-2020 04:56:39 | ACVOPFEINFPG000 |(b) (4), Query 3: Opened SAE

(UTC-06:00) Central (b) (6) RECON:AER#2020353828,in

Time (US & Canada) Safety database 2 events with
term 'substernal chest pain' and
'substernal chest wall pain' was
reported.However,only 1 event
in AE CRF. Please clarify the
final diagnosis for the chest pain
workup.

Oct-08-2020 01:42:15 | ACVOPFEINFPG000 |(b) (4), Query 2: Closed Response satisfies query

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

Time (US & Canada)

Oct-07-2020 09:32:18 | ACVOPFEINFP6000 | auto query Query 2: Answered updated

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Oct-07-2020 09:32:18 | ACVOPFEINFP6000 |(b) Data Entry: updated

(UTC-06:00) Central (4), Substernal chest pain

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

Oct-05-2020 07:08:40 | ACVOPFEINFP6000 |(b) (4), Query 2: Opened Closed SAE RECON:

(UTC-06:00) Central (b) (6) AER#2020353828,the event

Time (US & Canada) term in Safety database was
updated to 'SUBSTERNAL
CHEST PAIN' whileretained as
'Suspected tachy-arrythmid in
AE CRF. Please confirm. If
safety update is required, please
submit afollow-up form

Sep-16-2020 07:24:44 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed acceptable discrepancy per

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

Time (US & Canada)
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Time (US & Canada)

Sep-15-2020 06:26:58 | ACVOPFEINFPG000 |(b) (4), Query 1: Reissued:Candida | SAE RECON: For Clinical

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

Time (US & Canada)

Sep-14-2020 17:14:31 | ACVOPFEINFPG000 |(b) (4), (b) Query 1: Answered Suspected tachy-arrythmia per

(UTC-06:00) Central (6) MD. Event term is per spouse.

Time (US & Canada) No update needed.

Sep-14-2020 05:15:13 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened SAE RECON:

(UTC-06:00) Central (b) (6) AER#2020353828,the event

Time (US & Canada) term in Safety database was
reported as 'heart felt like it was
coming out of chest' while
recorded as 'Suspected tachy-
arrythmia in AE CRF. Please
confirm. If safety updateis
required, please submit a
follow-up form.

Sep-11-2020 17:33:06 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Suspected tachy-arrythmia

Time (US & Canada)

4. Start Date Time:

Date L ocation User Value Reason

Sep-11-2020 17:33:06 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central Time (4), Sep/8/2020 UNK:UNK

(US & Canada) (b) (6)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Oct-27-2020 23:38:31 ACVOPFEINFPG000 |(b) (4), Query 1: Closed Response satisfies

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

Time (US & Canada)

Oct-27-2020 18:48:47 ACVOPFEINFPG6000 | auto query Query 1: Answered Transcription Error

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Oct-27-2020 18:48:47 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central (4), NO

Time (US & Canada) (b) (6) End Date Time:

Sep/22/2020 UNK:UNK
Oct-27-2020 09:22:24 ACVOPFEINFPG000 |(b) (4), Query 1: Reissued:Opened CLINICAL -
(UTC-06:00) Central (b) (6) Unfrozen. End date

for Chest Pain event
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is Sep 10; however
the SAE report end
date is Sep 22. Please
review and update in
either location, as

appropriate.
Oct-22-2020 14:49:50 ACVOPFEINFP6000 |(b) Query 1: Answered please unfreeze and
(UTC-06:00) Central (4), requery
Time (US & Canada) (b) (6)
Oct-21-2020 14:01:57 ACVOPFEINFP6000 |(b) (4), Query 1: Opened CLINICAL - End
(UTC-06:00) Central (b) (6) date for Chest Pain
Time (US & Canada) event is Sep 10;
however the SAE
report end date is Sep
22. Please review and
update in either
location, as
appropriate.
Sep-11-2020 17:33:06 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NO
Time (US & Canada) End Date Time:
Sep/10/2020 UNK:UNK
6. Toxicity Grade:
Date L ocation User Value Reason
Sep-11-2020 17:33:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4) 3

(US & Canada)

(b) (6)

7. 1sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Oct-26-2020 20:32:31 ACVOPFEINFPG000 |(b) (4), Query 2: Closed Response satisfies
(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Oct-22-2020 14:51:20
(UTC-06:00) Central

ACVOPFEINFPG000

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

Query 2: Answered

At thistime no
additional
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Time (US & Canada)

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

information is
available. Records
have been requested
multiple times and
this pt. has withdrawn
from study.

Oct-21-2020 14:03:13 ACVOPFEINFPG000 |(b) (4), Query 2: Opened CLINICAL CoVID

(UTC-06:00) Centra (b) (6) testing has not been

Time (US & Canada) reported in the SAE
submitted to safety.
Please submit a
follow-up SAE form
[#2020353828] to
provide whether
COVID testing was
performed (yes/no)
and if yes, the results.

Sep-14-2020 05:13:51 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Sep-11-2020 17:33:06 ACVOPFEINFP6000 | auto query Query 1: Candidate For AE Suspected

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

(autoquery)

tachy-arrythmia:
Responseto "Isthe
adverse event
serious?' is'Yes but
"Serious Adverse
Event Number" is
blank.

Sep-11-2020 17:33:06
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000 |(b) (4); (b)

(6)

Data Entry:
YES

Isthis serious event associated w
ith congenital anomaly or birth d
efect?

NO

Did this serious event result in de
ath?

NO

Did this serious event require or
prolong hospitalization?

YES

Initial Entry
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rsistent or significant disability/i
ncapacity?

NO

Isthis serious event life threateni
ng?

NO

Other medically important seriou
sevent

NO

Did this serious event result in pe

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
Sep-11-2020 17:33:06 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
Oct-30-2020 19:55:42 ACVOPFEINFP6000 |(b) (4), Query 3: Closed Response satisfies
(UTC-06:00) Central Time (b) (6) query

(US & Canada)

Oct-30-2020 14:01:47 ACVOPFEINFP6000 |(b) Query 3: Answered Per PI, thisis
(UTC-06:00) Central Time (4), correct.

(US & Canada) (b) (6)

Oct-27-2020 09:22:53 ACVOPFEINFP6000 |(b) (4), Query 3: Reissued:Opened Clinical - Unfrozen.
(UTC-06:00) Central Time (b) (6) With SAE term

(US & Canada)

Chest Pain rather
than arrhythmia now,
isthe Other cause of
‘cardiac condition
likely requiring
pacemaker' still the
desired responsg;
please review and
update if appropriate

Oct-22-2020 14:52:24
(UTC-06:00) Central Time

ACVOPFEINFP6000

(b) (4), (b) (6)
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(US & Canada) (b) (4), (b) (6)

Oct-21-2020 14:00:07 ACVOPFEINFPG000 |(b) (4), Query 3: Opened Clinica - With SAE
(UTC-06:00) Central Time (b) (6) term Chest Pain
(US & Canada) rather than

arrhythmianow, is
the Other cause of
‘cardiac condition
likely requiring
pacemaker' still the
desired responsg;
please review and
update if appropriate
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Back to Form

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Oct-08-2020 11:27:39 ACVOPFEINFP6000 |(b) (4), Query 2: Closed SAE no longer
(UTC-06:00) Central (b) (6) arrhythmia
Time (US & Canada)
Oct-01-2020 06:40:34 ACVOPFEINFPG000 |(b) (4), Query 2: Opened Clinical Pleasetry to
(UTC-06:00) Central (b) (6) record amore
Time (US & Canada) specific diagnosis
when records are
obtained. Please
keep the query open
until updates are
made.
Sep-22-2020 21:20:25 ACVOPFEINFP6000 | Quan Jason Query 1: Closed Wait for hospital
(UTC-06:00) Central Gong discharge summary.
Time (US & Canada) (b) (4)
Sep-14-2020 16:12:04 ACVOPFEINFP6000 | Quan Jason Query 1: Opened GPDClin: Please try
(UTC-06:00) Central Gong to get discharge
Time (US & Canada) (b) (4) diagnosis and
relevant information,
so the "underlying
cardiac condition"
can be updated to a
more specific and
accurate term.
Sep-11-2020 17:33:06 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NOT RELATED
Time (US & Canada) If Not Related to study treatment(
s), thisevent is due to:
OTHER
If Other, specify:
underlying cardiac condition
likely requiring pacemaker
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Sep-11-2020 17:33:06 ACVOPFEINFPE000 |(B) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central Time (6) NOT APPLICABLE
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(US & Canada)

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

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Nov-16-2020 11:48:22 ACVOPFEINFP6000 |(b) Query 2: Deleted Initial Entry
(UTC-06:00) Central (4),

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

Nov-16-2020 11:48:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), YES

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

Nov-16-2020 11:47:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4),

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

Nov-13-2020 00:43:02
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

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

Query 2: Reissued:Candidate

Reissue query ina
few days - Per
previous query
response - | do not
know adate or an
estimated date. We
have sent 3 requests
for records and still
have not received
any.

Nov-12-2020 17:21:19 ACVOPFEINFP6000 |(b) Query 2: Answered | do not know a date
(UTC-06:00) Central (4), or an estimated date.
Time (US & Canada) (b) (6) We have sent 3
requests for records
and still have not
received any.
Nov-11-2020 11:36:16 ACVOPFEINFP6000 |(b) (4), Query 2: Opened In order to put this
(UTC-06:00) Central (b) (6) issue on hold we

Time (US & Canada)

need an date (or
estimated date) asto
when the missing
information is
available. Please a
DATE asto when we
can expect the
missing information.
Thank you!

Nov-10-2020 10:44:11
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

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

Query 2: Candidate

Reissue query ina
few days - Per
previous query
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response "At this
time, no records have
been received. At
least 3 attempts
made." on

10NOV 2020.

Nov-10-2020 10:42:53
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Closed

Will reissue another
query in candidate
state until the site
gets records

Nov-10-2020 00:19:17
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

DM 1: Pleasereview
and update the
response to "Was a
Concomitant
Medication given?"
once available with
site . Else, clarify.

Nov-09-2020 16:18:48
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b)
(OF
(b) (6)

Query 1: Answered

At thistime, no
records have been
received. Atleast 3
attempts made.

Nov-07-2020 04:29:46
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

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

Query 1: Reissued:Opened

DM: Kindly review
and confirm if
records are received.
If yes, please update.

Oct-31-2020 07:15:23
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

(b) (4).
(b) (6)

Query 1: Reissued:Candidate

Need to check later,
until datais available
to update.

Oct-30-2020 13:57:28
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Until records are
provided these will
remain as unknowns,
we can only suspect
that yes medication
was given but have
no documentation of
this.

Oct-30-2020 08:40:17
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

Oct-29-2020 14:33:09

ACVOPFEINFP6000

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

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

Query 1: Reissued:Opened

DM: Pleasereview
and consider to
provide aresponse of
YESor Noto Item
11 and 12. Thank
you.

Query 1. Answered

If answer is
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(UTC-06:00) Central (b) (4), unknown, as records

Time (US & Canada) (b) (6) still have not been
received, how isthis
to be answered?
Please clarify.

Oct-29-2020 12:21:19 ACVOPFEINFP6000 |Balgji PrabuR | Query 1: Opened Please remove

(UTC-06:00) Central (b) (4) comment and report

Time (US & Canada) "Was a concomitant
medication given?"
and "Was a Non-drug
treatment given?"
question with
appropriate response.
Thank you.

Sep-11-2020 17:35:03 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry

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

Time (US & Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason

Nov-16-2020 12:01:58 ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies

(UTC-06:00) Central 8‘(6) query

Time (US & Canada)

Nov-16-2020 11:46:49 ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-16-2020 11:46:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), NO

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

Nov-16-2020 11:45:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

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

Time (US & Canada) () (6)

Nov-14-2020 09:30:55 ACVOPFEINFP6000 |(b) Query 1: Reissued:Opened AE isnot frozen,

(UTC-06:00) Central Eﬁ; ©) please update

Time (US & Canada)

Nov-14-2020 07:38:05 ACVOPFEINFP6000 |(b) Query 1: Answered unfreeze and requery

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

Time (US & Canada) () (6)

Nov-14-2020 01:39:08 ACVOPFEINFP6000 |Baaji PrabuR | Query 1: Opened This AE have

(UTC-06:00) Central (b) (4) resolved, hence

Time (US & Canada) please remove
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comment 'Unknown'

and enter the
response to this
guestion.
Sep-11-2020 17:37:32 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Unknown
Time (US & Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Sep-11-2020 17:33:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), RECOVERED/RESOLVED
(US & Canada) (b) 6)
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Sep-11-2020 17:33:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time 4), NO
(US & Canada) () (6)
15. Serious Adverse Event Number: For Pfizer Use Only
Date L ocation User Value Reason
Sep-14-2020 05:13:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 2020353828
(US & Canada)
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1. Date of Visit

Date L ocation User Value |Reason

Mar-11-2021 | ACVOPFEINFP6000 (b) (4), (b) Query | Rest of form marked as NA.

22:38:06 (6) 4. Dd

(UTC-06:00) eted

Central Time

Us&

Canada)

Mar-11-2021 | ACVOPFEINFP6000 Rivkah Rosen Query | Check for resolution

13:45:13 (b) (4) 3:Rel |20Mar21

(UTC-06:00) ssued:

Central Time Candi

Us& date

Canada)

Mar-11-2021 | ACVOPFEINFP6000 auto query Query | Erroneous Visit is marked,

10:47:28 (autoquery) 4: Can | but date of visit is entered.

(UTC-06:00) didate | Please either untick the

Central Time erroneous visit button if

(US& visit occurred, or mark any

Canada) forms containing data
within this visit as Not
Done/Not Applicable at the
form level.

Mar-11-2021 | ACVOPFEINFPE000 (b) (4), (b) (6) Query | Answered previously

10:29:55 3: Ans | incorrectly, participant

(UTC-06:00) wered | withdrew consent on

Central Time 28SEP2020. We received

(Us& permission to unblind so

Canada) participant was unblinded. |
have spoken with ICON and
they will be discussing how
to change this information.

Mar-11-2021 | ACVOPFEINFPE000 (b) (4), (b) (6) Query | DM2: Since subject

09:44:07 3: Rel | withdrew consent on

(UTC-06:00) ssued: | 28SEP, no addition data

Central Time Opene | entry should be recorded

(Us& d after 28SEP. Please mark

Canada) this as an erroneous visit
and provide aform level
comment.
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Verified

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Mar-10-2021 | ACVOPFEINFP6000 (b) (4), Query | Subject withdrew consent
16:15:47 (b) (6) 3: Ans | when unblinded.
(UTC-06:00) wered

Centra Time

(Us&

Canada)

Mar-10-2021 | ACVOPFEINFPG6000 (b) (4), (b) (6) Query | DM: Please note that there

06:09:18

3. Rei | cannot be adate that is after

(UTC-06:00) ssued: | the date of disposition
Central Time Opene | follow-up (28/Sep/2020).
(Us& d

Canada)

Mar-09-2021 | ACVOPFEINFPE000 (b) (4), (b) (6) Query | Please clarify how this

09:41:12

3: Ans | should be answered. We

(UTC-06:00) wered | were given the approval to
Central Time unblind so that participant
(Us& could receive vaccine
Canada) outside of study. No new
consent was signed.
Mar-03-2021 | ACVOPFEINFP000 (b) (4), (b) (6) Query |DM RQ: The DISP DOV

08:52:35

3: Rel | hasaready been unfrozen.

(UTC-06:00) ssued: | Pleasereview and update
Central Time Opene | accordingly. Thank you.
(Us& d

Canada)

Mar-03-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Another query reissued.
04:19:07 1: Clo

(UTC-06:00) sed

Central Time

(Us&

Canada)

Mar-02-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Please unfreeze disp. f/u
14:58:16 3: Ans | and re- query. Thanks
(UTC-06:00) wered

Centrd Time

(US&

Canada)

Feb-25-2021 | ACVOPFEINFPE000 (b) (4), (b) (6) Query | another query issued.
11:59:13 2:Clo

(UTC-06:00) sed

Centra Time

(Us&

Canada)
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Form: DATE OF VISIT - eCRF Audit Trail History

Feb-25-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | DM: Per CRF, Date of Visit

11:58:12 3: Op | (12/Feb/2021) should not be

(UTC-06:00) ened | after the date of disposition

Central Time at follow-up visit. Please

(Us& review dates and update

Canada) CRF as needed. Kindly
connect with CRA in case
of further assistance needed.

Feb-25-2021 | ACVOPFEINFPG000 (b) (4), (b) (6) Query | Another query reissued.

09:34:37 1: Rei

(UTC-06:00) ssued:

Central Time Candi

(Us& date

Canada)

Feb-25-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | DM: Thank you for

09:33:17 2: Rel | response. However Date of

(UTC-06:00) ssued: | Visit (12Fen2021) should

Central Time Opene | not be after the date of

Us& d disposition at follow-up

Canada) visit. Please review dates
and update CRF as needed.
Kindly connect with CRA
in case of further assistance
needed.

Feb-24-2021 | ACVOPFEINFPE000 (b) (4), Query | Subject withdrew consent at

08:52:34 (b) (6) 2: Ans | Visit 3 but was unblinded

(UTC-06:00) wered | after due to protocol

Central Time amendment

(Us&

Canada)

Feb-24-2021 | ACVOPFEINFPE000 (b) (4), Query | Subject withdrew consent at

08:52:24 (b) (6) 1: Ans | Visit 3 but was unblinded

(UTC-06:00) wered | after due to protocol

Central Time amendment

(Us&

Canada)

Feb-24-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW?7406725;' Date of

07:37:37 (b) (4) 2: Op |Vigt'isafter ‘Date of

(UTC-06:00) ened | Completion/Discontinuation

Centrd Time /Death’ on the Disposition -

(Us& Follow-up eCRF. Please

Canada) clarify or correct.

Feb-24-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | DM: Thank you, please

03:25:37 1: Rei | note that there cannot be a
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -

Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

(UTC-06:00) ssued: | datethat is after the date of

Central Time Opene | disposition follow-up.

Us& d Please update as appropriate

Canada)

Feb-23-2021 | ACVOPFEINFP6000 (b) (4), Query | data corrected

17:14:47 (b) (6) 1: Ans

(UTC-06:00) wered

Centrd Time

(US&

Canada)

Feb-23-2021 | ACVOPFEINFP6000 auto query Query | Dateof Visit is after the

16:33:00 (autoquery) 1: Op |Dateof

(UTC-06:00) ened | Completion/Discontinuation

Central Time /Death on the Follow-Up

(Us& Disposition form. Please

Canada) review and update as
appropriate.

Feb-23-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Data | Initia Entry

16:33:00 Entry

(UTC-06:00) :

Central Time Feb/1

(Us& 2/202

Canada) 1

2. Erroneous Visit

Date L ocation User Value Reason

Mar-11-2021 10:47:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

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

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

Visit: Potential ReVax Initial Contact -

Unscheduled

Form Version: 10-Dec-2020 02:25

Site No: 1095

Subject No: 10951107
Generated By: (b) (4)

History

Form Status: Data Complete, Frozen
Site Name: (1095) Tekton Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail

Back to Form

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

Date L ocation User Value Reason
Mar-11-2021 | ACVOPFEINFP6000 (b) (4), Query 2: Cl | Response satisfies
11:25:59 (b) (6) osed query
(UTC-06:00)

Central Time

(US & Canada)

Mar-11-2021 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry | Initial Entry
10:48:00 :

(UTC-06:00) Not Applic

Central Time able

(US & Canada)

Mar-11-2021 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry |udpated as
10:47:48 N requested
(UTC-06:00)

Central Time

(US & Canada)

Mar-11-2021 ACVOPFEINFP6000 (b) (4), (b) (6) Query 2: A | Please clarify if al
10:36:59 nswered dataisto be
(UTC-06:00) removed or if not
Central Time willing or ableto
(US & Canada) return
Mar-11-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 2. O |DM1: Please
09:45:12 pened remove data since
(UTC-06:00) the subject

Central Time withdrew consent
(US & Canada) on 28SEP.
Mar-10-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1. Cl | Auto closed by
21:32:41 (b) (4) osed Validation Check:
(UTC-06:00) VC_TRIG001_07
Central Time

(US & Canada)

Mar-10-2021 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1. A | unfreeze please
08:03:02 nswered

(UTC-06:00)

Central Time

(US & Canada)

Mar-09-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: O | DMW?7650736;The
21:16:59 (b) (4) pened participant is
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Header Text: c4591001
Visit: Potential ReVax Initial Contact -

Unscheduled

Form Version: 10-Dec-2020 02:25

Site No: 1095

Subject No: 10951107
Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail

History

Form Status: Data Complete, Frozen
Site Name: (1095) Tekton Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

(UTC-06:00) willing to return for
Central Time Vaccination 3, but
(US & Canada) the Primary Reason
for Unblinding in
the Treatment
Unblinded CRF is
not ASSESS
ELIGIBILITY FOR
ADDITIONAL
VACCINATION.
Please review and
update as
appropriate.
Mar-01-2021 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry | Transcription Error
15:23:40 :
(UTC-06:00) Participant
Central Time iswilling to
(US & Canada) return for V
accination
3
Participan
tis:
eligible
and NO
T confir
medto h
averecel
ved only
placebo
at Vacci
nation 1/
2
Feb-23-2021 | ACVOPFEINFP6000 (b) (4), (b) Data Entry | Initial Entry
16:33:08 (6) N
(UTC-06:00) Participant
Central Time isNOT will
(US & Canada) ing to retur
n for Vacci
nation 3 O
R otherwise
not eligible
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1095) Tekton Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value |Reason

Mar-11-2021 | ACVOPFEINFP6000 (b) Query | Response satisfies query

12:37:13 (4), 3:Clo

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

Central Time

Us&

Canada)

Mar-11-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Data |Initial Entry

10:50:08 Entry

(UTC-06:00) H

Central Time Not A

(Us& pplica

Canada) ble

Mar-11-2021 | ACVOPFEINFP6000 auto query Query | updated asinstructed

10:49:38 (autoquery) 3: Ans

(UTC-06:00) wered

Central Time

Us&

Canada)

Mar-11-2021 | ACVOPFEINFPE000 (b) (4), (b) (6) Data | updated asinstructed

10:49:38 Entry

(UTC-06:00) H

Central Time

Us&

Canada)

Mar-11-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | DM1: Subject withdrew

09:46:23 3: Op | consent on 28SEP2020.

(UTC-06:00) ened | Please delete the dataon

Central Time thisform asit should not be

(US& captured in the database.

Canada) Should only be captured in
source documentation.

Mar-10-2021 | ACVOPFEINFPG000 (b) (4), (b) (6) Query | Response satisfies query

02:38:01 2:Clo

(UTC-06:00) sed

Central Time

Us&

Canada)

Mar-09-2021 | ACVOPFEINFPE000 (b) (4), (b) (6) Query | updated

14:44:43 2: Ans
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Header Text: 4591001
Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03

Site No: 1095

Subject No: 10951107
Generated By: (b) (4)

Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

(UTC-06:00) wered

Central Time

Us&

Canada)

Mar-04-2021 | ACVOPFEINFPE000 (b) (4), (b) (6) Query | P21 Review: Date

13:57:06 2: Rel | Treatment Unblinded

(UTC-06:00) ssued: | (28Sep2020) is after

Centra Time Opene | Disposition - Follow-Up

(Us& d date (12Feb2021). If dates

Canada) are confirmed to be correct,
please remove al the data
from this page and provide
form level comment as "Not
Applicable". Else clarify..

Mar-04-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Unfreeze follow- up visit

11:21:33 2: Ans | and re-query please.

(UTC-06:00) wered

Central Time

Us&

Canada)

Mar-03-2021 | ACVOPFEINFPE000 (b) (4), (b) (6) Query (DM : DISPOSITION -

02:02:54 2: Rei | FOLLOW-UPin FUPvisit

(UTC-06:00) ssued: |isunfrozen. Please review

Central Time Opene | and update. Else, clarify.

(Us& d

Canada)

Mar-02-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Please unfreeze follow-up

14:33:56 2: Ans | and re-query. Thanks

(UTC-06:00) wered

Central Time

(Us&

Canada)

Feb-27-2021 | ACVOPFEINFPE000 Saumitra Dubey Query | P21 Review: Date

11:26:36 (b) (4) 2: Op | Treatment Unblinded

(UTC-06:00) ened | (28Sep2020) is after

Central Time Disposition - Follow-Up

(Us& date (12F€b2021). If dates

Canada) are confirmed to be correct,
please remove al the data
from this page and provide
form level comment as "Not
Applicable'. Else clarify.

Feb-26-2021 | ACVOPFEINFPG000 (b) (4), (b) (6) Query | Response satisfies query

12:31:16 1: Clo

(UTC-06:00) sed
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Header Text: 4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Centra Time

(Us&

Canada)

Feb-26-2021 | ACVOPFEINFPE000 (b) (4), (b) (6) Query | Please unfreeze

10:22:43 1: Ans | DISPOSITION -

(UTC-06:00) wered | FOLLOW-UP and re-query.

Central Time Thanks

(Us&

Canada)

Feb-25-2021 | ACVOPFEINFP6000 (b) (4), (b) Query | DM: No Data expected to

23:05:15 (6) 1: Rei | enter post FUP date. Either

(UTC-06:00) ssued: | consider to update FUP date

Central Time Opene | or else If subject is not

(US& d rejoining please capture,

Canada) treatment unblind and revax
contact in source only
instead eCRF. Please verify
details and update
accordingly. Thank you.

Feb-25-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Changed data per query

09:00:59 1: Ans

(UTC-06:00) wered

Centra Time

(Us&

Canada)

Feb-25-2021 | ACVOPFEINFP6000 (b) (4), (b) Query | DM: No Data expected to

01:10:01 (6) 1: Rei | enter post FUP date. If

(UTC-06:00) ssued: | subject is not rejoining

Central Time Opene | please capture, treatment

(US& d unblind and revax contact in

Canada) source only instead eCRF.
Please verify details and
update accordingly. Thank
you.

Feb-24-2021 | ACVOPFEINFP6000 (b) (4), Query | Subject withdrew consent at

08:43:55 (b) (6) 1: Ans | visit 3 but per protocol

(UTC-06:00) wered | amendment, subject was

Central Time unblinded to verify

(Us& treatment.

Canada)

Feb-24-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW7406887; Date

08:33:46 (b) (4) 1: Op | Treatment Unblinded' is

(UTC-06:00) ened | after ‘Date of

Central Time Completion/Discontinuation

(Us& /Desgth’ on the Disposition -
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Header Text: 4591001
Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03

Site No: 1095

Subject No: 10951107
Generated By: (b) (4)

Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Canada) Follow-up eCRF. Please
clarify or correct.
Feb-23-2021 | ACVOPFEINFP6000 (b) (4), Data |Initial Entry
17:14:23 (b) (6) Entry
(UTC-06:00) :
Central Time Feb/1
(Us& 2/202
Canada) 1
2. Primary Reason for Unblinding:
Date L ocation User Value Reason
Mar-11-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Data Ent | Initia Entry
10:50:08 ry:
(UTC-06:00) Not Appl
Central Time icable
(Us&
Canada)
Mar-11-2021 | ACVOPFEINFPE000 (b) (4), (b) (6) Data Ent | updated as instructed
10:49:57 ry:
(UTC-06:00)
Central Time
(Us&
Canada)
Mar-11-2021 | ACVOPFEINFPE000 (b) (4), (b) (6) Query 2: | per data updated.
03:00:01 Closed
(UTC-06:00)
Central Time
(Us&
Canada)
Mar-10-2021 | ACVOPFEINFP6000 auto query Query 2: | Transcription Error
13:20:28 (autoquery) Answere
(UTC-06:00) d
Central Time
(Us&
Canada)
Mar-10-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Data Ent | Transcription Error
13:20:28 ry:
(UTC-06:00) ASSESS
Central Time ELIGIBI
(US& LITY FO
Canada) R ADDI
TIONAL
VACCIN
ATION

Page 206 of 214

*** Confidential***
FDA-CBER-2021-5683-1021803




090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Header Text: 4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Mar-10-2021 | ACVOPFEINFPG000 (b) (4), (b) (6) Query 2: | IVRS Reconciliation:
00:24:26 Opened | Other is selected asthe
(UTC-06:00) primary reason for
Central Time unblinding but
(Us& matching blind break is
Canada) not captured in IRT.
Please correct primary
reason in Inform or
confirm as correct”.
Mar-09-2021 | ACVOPFEINFPG000 (b) (4), (b) (6) Data Ent | updated
14:44:30 ry:
(UTC-06:00) OTHER
Central Time If other,
Us& specify:
Canada)
Deter
mine
what t
he par
ticipa
nt was
given
so that
if nee
ded 0
utside
vaccin
e coul
dbes
ought.
Mar-01-2021 | ACVOPFEINFPG000 (b) (4), (b) (6) Query 1: | Response satisfies
22:28:12 Closed query
(UTC-06:00)
Central Time
(Us&
Canada)
Mar-01-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: | Changed data per query
15:39:04 Answere
(UTC-06:00) d
Central Time
(Us&
Canada)
Mar-01-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: | DM RQ: Form has
15:02:53 Reissued: | been unfrozen. Please
(UTC-06:00) Opened | review and update
Central Time accordingly. Else,
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Header Text: 4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

(Us& clarify.
Canada)
Mar-01-2021 | ACVOPFEINFPE000 (b) (4), (b) (6) Query 1: | Please unfreeze and
09:42:33 Answere | re-query.
(UTC-06:00) d
Centra Time
(Us&
Canada)
Feb-26-2021 | ACVOPFEINFP6000 Rivkah Rosen Query 1: | DM : Thank you for
13:55:35 (b) (4) Reissued: | the response. However,
(UTC-06:00) Opened | "Participant iswilling
Centra Time to return for
(Us& Vaccination 3" is still
Canada) not selected in the
REVAX CONF CRF.
Please refer to CCG
section 8.58.1 and
update or clarify.
Feb-26-2021 | ACVOPFEINFP6000 auto query Query 1: | Transcription Error
08:00:20 (autoquery) Answere
(UTC-06:00) d
Centra Time
(Us&
Canada)
Feb-26-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Data Ent | Transcription Error
08:00:20 ry:
(UTC-06:00) ASSESS
Central Time ELIGIBI
(Us& LITY FO
Canada) R ADDI
TIONAL
VACCIN
ATION
Feb-25-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 1: | Per query response and
16:29:25 (6) Reissued: | if response to Further
(UTC-06:00) Opened | Vaccination
Centra Time Confirmation CRF is
(Us& correct, please review
Canada) and update as
appropriate response to
'Primary Reason for
Unblinding' as per the
CRF Completion
Requirements
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Header Text: 4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Feb-25-2021 | ACVOPFEINFP6000 auto query Query 1: | Transcription Error

09:00:38 (autoquery) Answere

(UTC-06:00) d

Centra Time

Us&

Canada)

Feb-25-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Data Ent | Transcription Error

09:00:38 ry:

(UTC-06:00) OTHER

Central Time If other,

(Us& specify:

Canada)

as per
CFR

Feb-24-2021 | ACVOPFEINFPE000 (b) (4), (b) (6) Query 1: | DM: Per query

23:30:31 Reissued: | response and if

(UTC-06:00) Opened | response to Further

Central Time Vaccination

(US& Confirmation CRF is

Canada) correct, please review
and update as
appropriate response to
'Primary Reason for
Unblinding' as per the
CRF CR.

Feb-24-2021 | ACVOPFEINFP6000 (b) (4), Query 1: | Subject was unblinded

08:44:39 (b) (6) Answere | per protocol

(UTC-06:00) d amendment but not

Central Time allowed to vaccinate in

Us& study.

Canada)

Feb-24-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: | DMW7406526;Primary

06:59:55 (b) (4) Opened | Reason for Unblinding

(UTC-06:00) is"ASSESS

Central Time ELIGIBILITY FOR

(Us& ADDITIONAL

Canada) VACCINATION", but
"Participant iswilling
to return for
Vaccination 3" is not
selected in the Further
Vaccination
Confirmation CRF.
Please review and
update as appropriate.
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090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Header Text: 4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Feb-23-2021 | ACVOPFEINFP6000
17:14:23
(UTC-06:00)
Central Time
Us&
Canada)

(b) (4), Data Ent | Initial Entry
(b) (6) DL
ASSESS
ELIGIBI
LITY FO
R ADDI
TIONAL
VACCIN
ATION
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090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Header Text: 4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Generated By: (b) (4)

Form: WITHDRAWAL OF CONSENT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Withdrawal of Consent Date :

Date L ocation User Value Reason
Sep-28-2020 17:23:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time ), Sep/28/2020

(US & Canada) (b) (6)
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090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Header Text: c4591001

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

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History

Form Status: Data Complete, Verified

Site Name: (1095) Tekton Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Subject Status

Date L ocation User Value Reason

Oct-05-2020 11:01:28 ACVOPFEINFP6000 |autocalc |DataEntry: confirmed

(UTC-06:00) Central Time (autocalc) | DISCONTINUED

(US & Canada)

Sep-28-2020 17:24:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | DISCONTINUED

(US & Canada)

Sep-28-2020 17:23:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | DISCONTINUED

(US & Canada)

Aug-07-2020 18:21:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | ENROLLED/RANDOMIZED

(US & Canada)

Aug-07-2020 18:14:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | SCREENED

(US & Canada)

2. Subject Status Date

Date L ocation User Value Reason

Mar-12-2021 12:54:37 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

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

Time (US & Canada)

Mar-09-2021 09:06:12 ACVOPFEINFP6000 |(b) Query 1: Answered This SAE was

(UTC-06:00) Central (4), updated 0BFEB2021

Time (US & Canada) (b) (6) to reflect the
requested. In
response to
hypertension this was
listed on his medical
history.

Mar-02-2021 11:22:39 ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opened Clinicd - thisisa

(UTC-06:00) Central (b) (6) question on the

Time (US & Canada)

Medication; clonidine
in the SAE report has
no INDICATION
stated. Please update
SAE with HTN asthe
indication for
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090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Header Text: 4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951107

Form: SUBJECT STATUS - eCRF Audit Trail History

Form Status: Data Complete, Verified
Site Name: (1095) Tekton Research
Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:39

clonidine

Feb-04-2021 14:49:21 ACVOPFEINFP6000 |(b) Query 1: Answered Please clarify asHTN

(UTC-06:00) Central 4), is reported in Medical

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

Dec-20-2020 18:32:13 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Clinical - please

(UTC-06:00) Central (b) (6) submit a SAE update

Time (US & Canada) (#2020339734)
reporting the
indication (HTN)
which the inciting
medication Clonidine
was prescribed for (in
the Con Meds section
under 'Indication’)

Oct-05-2020 11:01:28 ACVOPFEINFP6000 | auto calc Data Entry: confirmed

(UTC-06:00) Central (autocalc) Sep/28/2020

Time (US & Canada)

Sep-28-2020 17:24:00 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-06:00) Centra (autocalc) Sep/28/2020

Time (US & Canada)

Sep-28-2020 17:23:32 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry

(UTC-06:00) Central (autocalc) Sep/28/2020

Time (US & Canada)

Aug-07-2020 18:21:41 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-06:00) Centra (autocalc) Aug/7/2020

Time (US & Canada)

Aug-07-2020 18:14:02 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry

(UTC-06:00) Central (autocalc) Aug/7/2020

Time (US & Canada)
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090177e196ae2fbe\Final\Final On: 01-Apr-2021 03:50 (GMT)

Header Text: c4591001

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

Site No: 1095
Subject No: 10951107
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Status: Data Complete, Verified
Site Name: (1095) Tekton Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Casebook Signature

Date L ocation User Value Reason
Sep-22-2020 17:06:02 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Time (4), Click Here to Enable

(US & Canada) () (6)
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