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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: 10951009 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 - 30 JUN 2020
Protocol version
2. | Select appropriate response - STAGE 3 COHORTS
What cohort does the subject
belong to?
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Form Version: 22-Apr-2020 21:02
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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
Jul/31/2020
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Site Name: (1095) Tekton Research
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eCRF Audit Trail History

*** Confidential***

Demography
1. | Subject ID [10951009]
2. | Birth Date: (b) (6)/1981
3. | Sex: FEMALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X al that apply): WHITE
6. | Racial Designation:
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Visit: V1_DAY1 VAX1_L

Form Version: 22-Apr-2020 21:02
SiteNo: 1095

Subject No: 10951009

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 Jul/31/2020
2. | Erroneous Visit
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Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

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

Study eligibility requires subjects to meet al inclusion criteria (Y ES) and Not meet exclusion criteria (NO).

Inclusion Criteria

1a || |nclusion Number: 1
Criterion Description: Male or female participants between the ages of 18 and 55 years, inclusive, 65
and 85 years, inclusive, or 18 and 85 years, inclusive, at randomization
(dependent upon study stage)
Criterion met? YES
Criterion ID: (For Pfizer use INO1A0O
only)
1b Inclusion Number: 2
Criterion Description: Participants who are willing and able to comply with all scheduled visits,
vaccination plan, laboratory tests, lifestyle considerations, and other study
procedures
Criterion met? YES
Criterion ID: (For Pfizer use INO2A00
only)
1.¢ |} Inclusion Number: 3
Criterion Description: Healthy participants who are determined by medical history, physical
examination, and clinical judgment of the investigator to be eligible for
inclusion in the study
Criterion met? YES
Criterion ID: (For Pfizer use INO3A00
only)
1d || |nclusion Number: 4

Criterion Description:

Capable of giving persona signed informed consent, which includes
compliance with the requirements and restrictions listed in the ICD and in this
protocol

Criterion met? YES
Criterion ID: (For Pfizer use INO4AQ0
only)
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Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

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

Subject Initials; ---

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

Exclusion Criteria

2.2 || Exclusion Number:

1

Criterion Description:

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

Criterion met? NO
Criterion ID: (For Pfizer use EX01A00
only)

2b Exclusion Number: 2

Criterion Description:

Known infection with human immunodeficiency virus (HIV), hepatitis C virus
(HCV), or hepatitis B virus (HBV)

Criterion met? NO
Criterion ID: (For Pfizer use EX02A00
only)
2. || Exclusion Number: 3
Criterion Description: History of severe adverse reaction associated with a vaccine and/or severe
allergic reaction (eg, anaphylaxis) to any component of the study
intervention(s)
Criterion met? NO
Criterion ID: (For Pfizer use EX03A00
only)
2.d || Exclusion Number: 4

Criterion Description:

Receipt of medications intended to prevent COVID-19

Criterion met? NO
Criterion ID: (For Pfizer use EX04A00
only)
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Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
2.2 || Exclusion Number: 8
Criterion Description: Immunocompromised individual s with known or suspected
immunodeficiency, as determined by history and/or laboratory/physical
examination
Criterion met? NO
Criterion ID: (For Pfizer use EX08AQ00
only)
27 || Exclusion Number: 10
Criterion Description: Bleeding diathesis or condition associated with prolonged bleeding that
would, in the opinion of the investigator, contraindicate intramuscul ar
injection
Criterion met? NO
Criterion ID: (For Pfizer use EX10A00
only)
2.9 || Exclusion Number: 1
Criterion Description: Women who are pregnant or breastfeeding
Criterion met? NO
Criterion ID: (For Pfizer use EX11A00
only)
2.0 || Exclusion Number: 12
Criterion Description: Previous vaccination with any coronavirus vaccine
Criterion met? NO
Criterion ID: (For Pfizer use EX12A00
only)
21 || Exclusion Number: 13
Criterion Description: Subjects who receive immunosuppressive therapy, such as cytotoxic agents or
systemic corticosteroids
Criterion met? NO
Criterion ID: (For Pfizer use EX13A01
only)
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Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

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

Subject Initials; ---

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

2] Exclusion Number:

15

Criterion Description:

Receipt of blood/plasma products or immunoglobulin, from 60 days before
study intervention administration or planned receipt throughout the study

Criterion met? NO
Criterion ID: (For Pfizer use EX14A01
only)
2K || Exclusion Number: 16
Criterion Description: Participation in other studies involving study intervention within 28 days prior
to study entry and/or during study participation
Criterion met? NO
Criterion ID: (For Pfizer use EX15A01
only)
21 1| Exclusion Number: 17
Criterion Description: Previous participation in other studies involving study intervention containing
lipid nanoparticles
Criterion met? NO
Criterion ID: (For Pfizer use EX16A01
only)
2m || Exclusion Number: 22

Criterion Description:

Investigator site staff or Pfizer employees directly involved in the conduct of
the study, site staff otherwise supervised by the investigator, and their
respective family members

Criterion met? NO
Criterion ID: (For Pfizer use EX21A01
only)
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Visit: V1_DAY1 VAX1 L

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

Subject No: 10951009

Generated By: (b) (4)

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

Frozen, Verified

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

eCRF Audit Trail History

Disposition - Screening

*** Confidential***

1. | Date of Jul/31/2020
Completion/Discontinuation
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
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Visit: V1_DAY1 VAX1 L

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

Subject No: 10951009

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY
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

Medical History Details

1a|| | ine/MH Number: [1]
Disease/Syndrome/Surgery [Moderate Anxiety]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/2014
Ongoing: YES
Lb 1| Line/MH Number: 2]

Disease/Syndrome/Surgery [subdural hematoma]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Apr/3/2006
Ongoing: NO
End Date:
Apr/5/2006
1.¢ || Line/MH Number: (3]
Disease/Syndrome/Surgery [hysterectomy]
/Non-Drug Allergies/Drug
Allergies:
Start Date: May/15/2018
Ongoing: NO
End Date:
May/15/2018
Ld || Line/MH Number: [4]

Disease/Syndrome/Surgery [seasonal dlergies]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2015
Ongoing: YES
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Form Version: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951009

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY
Form Status: Data Complete, Frozen, Verified

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

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

*** Confidential***

1e|| Line/MH Number: [5]
Disease/Syndrome/Surgery [sinus surgery]
/Non-Drug Allergies/Drug
Allergies:

Start Date: Apr/UNK/2020
Ongoing: NO
End Date:
Apr/UNK/2020

111 Line/MH Number: 6]
Disease/Syndrome/Surgery [deviated septum]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/2015
Ongoing: NO
End Date:
Apr/UNK/2020

19|/ Line/MH Number: (7
Disease/ Syndrome/Surgery [Heavy menses]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/1994
Ongoing: NO
End Date:
May/15/2018
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Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: VITAL SIGNS- BASELINE

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: Jul/31/2020
2. | Weight: [81.6]
3. [ Unit: kg
4. | Height: [173.0]
5. | Unit: cm
6. | Body Mass Index: [27.3]
Vital Signs Details
7a|| Record Identifier: 1
Temperature: [98.9]
Unit: F
Temperature L ocation: ORAL CAVITY
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Visit: V1 DAY1 VAX1 L Form: LAB URINALY SIS - PREGNANCY TEST
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951009 Subject Initials: ---

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

eCRF Audit Trail History

Lab Urinalysis

1. | Lab Panel:

2. | Lab Sub-Panel:

3. | Collection Date: Not Done Comments
I
4. | Laboratory Name and Address [1
(Derived)

5. | Specimen Type:

Lab Result

6.a|| sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result:
Not Done: NOT DONE
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Visit: V1_DAY1 VAX1 L

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

Subject No: 10951009

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 : Jul/31/2020
2. | Randomization Number: [40705]
3. | Randomization Group: [1
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Visit: V1_DAY1 VAX1 L

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

Subject No: 10951009

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

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Jul/31/2020
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 [BP3BLG]
5b || sample D [BP3BLH]
5C || sample D [BP3BLJ]
5d || sample 1D [BPLJOV]
5€ || sampleID [BPLJOW]
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Visit: V1_DAY1 VAX1 L

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

Subject No: 10951009

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. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Jul/31/2020
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 [BP3B72]
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Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
Site No: 1095
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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: Jul/31/2020 10:11
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [1
9. | Unit:
10. | Timeframe Subject Was Observed | THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at YES
least the protocol specified
observation period after
investigational product
administration?
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Visit: V1 DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
SiteNo: 1095

Subject No: 10951009
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

Page 18 of 460

*** Confidential***
FDA-CBER-2021-5683-1020547




196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: V2_VAX2_L
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Subject No: 10951009
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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/21/2020
2. | Erroneous Visit
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Form Version: 30-Jul-2020 21:30
Site No: 1095

Subject No: 10951009
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 medications to treat
fever/pain given on the last day
the Subject Diary was completed?

NO

2a|| symptom:

FEVER

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

NO

2b Symptom:

FATIGUE

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

NO

2. || symptom:

HEADACHE

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

NO

2d Symptom:

CHILLS

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

NO

2.2 || symptom:

VOMITING

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

NO
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Subject No: 10951009
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

2f Symptom:

DIARRHEA

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

NO

2.9 || symptom:

NEW OR WORSENED MUSCLE PAIN

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

NO

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: LEFT

Sa|| |njection 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

5.C || Injection Site Reaction:

PAIN AT INJECTION SITE

*** Confidential***

Were injection site reactions NO
present on the last day the
Subject Diary was completed?
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Visit: V2_VAX2 L

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

Subject No: 10951009

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/21/2020
Vital SignsDetails
2.a|| Record Identifier: 1
Temperature: [98.6]
Unit: F
Temperature Location: ORAL CAVITY
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Visit: V2 VAX2 L
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SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified

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

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

Form Comments
eCRF Audit Trail History

*** Confidential***

Lab Urinalysis
1. | Lab Panel: Not Applicable Comments
2. | Lab Sub-Pand: Not Applicable Comments
3. | Collection Date: Not Applicable Comments
1
4. | Laboratory Name and Address Not Applicable Comments
(Derived)
[]
5. | Specimen Type: Not Applicable Comments
Lab Result
6.a|| sponsor 1D: Not Applicable Comments
[]
Test: Not Applicable
Choriogonadotropin Beta PX113
Result: Not Applicable Comments
Not Done: Not Applicable Comments
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Visit: V2_VAX2 L

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

Subject No: 10951009

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. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/21/2020
4. | If no sample was collected or []
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
54|/ sample 1D [BP3BC2]
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Visit: V2_VAX2 L

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

Subject No: 10951009

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/21/2020 11:42
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [1
9. | Unit:
10. | Timeframe Subject Was Observed | THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at YES
least the protocol specified
observation period after
investigational product
administration?
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:02
SiteNo: 1095

Subject No: 10951009

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 Sep/22/2020
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: 10951009
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 medications to treat
fever/pain given on the last day
the Subject Diary was completed?

NO

2a|| symptom:

FEVER

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

NO

2b Symptom:

FATIGUE

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

NO

2. || symptom:

HEADACHE

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

NO

2d Symptom:

CHILLS

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

NO

2.2 || symptom:

VOMITING

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

NO

*** Confidential***
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L

Form Version: 30-Jul-2020 21:30
SiteNo: 1095

Subject No: 10951009
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

21 || symptom: DIARRHEA
Were fever or systemic NO
symptoms present on the last
day the Subject Diary was
completed?
29 Symptom: NEW OR WORSENED MUSCLE PAIN
Were fever or systemic NO
symptoms present on the last
day the Subject Diary was
completed?
2h Symptom: NEW OR WORSENED JOINT PAIN
Were fever or systemic NO
symptoms present on the last
day the Subject Diary was
completed?
3. | Injection Site Location: DELTOID MUSCLE
4. | Injection Site Body Side: LEFT
Sa|| |njection 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
present on the last day the
Subject Diary was completed?
5.c Injection Site Reaction: PAIN AT INJECTION SITE
Were injection site reactions 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: 22-Apr-2020 21:03
Site No: 1095

Subject No: 10951009

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:

*** Confidential***

Sep/22/2020
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 [BPY2CC]
5b || sample D [BPY2CD]
5.c
Sample ID [BPY2CF]
5d || sample 1D [BPCT75]
5€ || sampleID [BPCT76]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET
on Nov/09/2020

Form Version: 22-Apr-2020 21.03 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951009 Subject Initials; ---

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

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Nov/9/2020

2. | Erroneous Visit

COVID-19 IlIness Visit

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

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

on Nov/09/2020

Form Version: 10-Oct-2020 16:02
Site No: 1095

Subject No: 10951009
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1095) Tekton Research

Subject Initials: ---

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

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Nov/9/2020
2. | Date of First Symptom Started: Nov/1/2020
3. | Symptoms Ongoing? NO

Date of Last Symptom Resolved:

Dec/10/2020
Symptoms
4.a || symptoms: FEVER
Was symptom present? NO
40 || symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4. || symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d || symptoms: CHILLS
Was symptom present? NO
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
41 || symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? YES
4h || symptoms: DIARRHEA
Was symptom present? NO
Page 31 of 460

*** Confidential***

FDA-CBER-2021-5683-1020560




196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

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

on Nov/09/2020

Form Version: 10-Oct-2020 16:02
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

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

Subject Initials: ---

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

4i || symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
5.8 || symptoms - Other Text: [Fatigue]
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Header Text: c4591001
Visit: POT_COVID ILL 1

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54
Site Name: (1095) Tekton Research

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

# Date C.Jf C | Specimen Ty Sp.e(;lmen Cplle Assay Code and Description Device Type Form Instan
ollection pe ction Location ce

1. [Nov/5/20 | SWABBED |NASOPHARYN [SEVERE ACUTERESPSYN |SARS-COV-2DIA | Repeating
20 MATERIAL |X DROME CORONAVIRUS2 | GNOSTIC TEST Pages

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN
on Nov/09/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

Form Status. Data Complete, 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

Microbiology Specimen

1. | Actual Date of Collection: Nov/5/2020
2. | Specimen Type: SWABBED MATERIAL
3. | Specimen Collection Location: NASOPHARYNX
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: OTHER
7. | Test Result: INDETERMINATE
8. | Comments/Findings/Details: [Per Pt, results negative DAO 12NOV 2020]
9. | Trade Name Other, Specify: [NALT unknown]
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Header Text: c4591001

on Nov/09/2020

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

Subject No: 10951009

Generated By: (b) (4)

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

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

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? YES
Date of Collection:
Nov/9/2020
4. | If no sample was collected or [1
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample1D [RW80000]
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Header Text: c4591001

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

on Nov/09/2020

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

Subject No: 10951009

Generated By: (b) (4)

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

Electronic Sample Tracking

1. | DataOrigin SITE
Sample Type NASAL_SWAB
NO

2
3. | Sample Collected?
4

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

[home self swab collected]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID
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Header Text: c4591001

on Nov/09/2020

Form Version: 10-Oct-2020 15:59
Site No: 1095

Subject No: 10951009
Generated By: (b) (4)

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

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

Health Care Utilization

1a|| physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or
Contacts:

NO

1b Physician or Healthcare

Professional:

EMERGENCY ROOM

Occurrence of Visitsor
Contacts:

NO

1.¢ || Physician or Healthcare

Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visitsor
Contacts:

YES
Number of Visits or Contacts:

(1

1d Physician or Healthcare

Professional:

URGENT CARE

Occurrence of Visits or
Contacts:

NO

1. || physician or Healthcare

Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or
Contacts:

NO

1f Physician or Healthcare

Professional:

OTHER

Occurrence of Visitsor
Contacts:

NO

Health Care Utilization Other

2. | Other Type of Practitioner
Specify:

*** Confidential***

[]

Page 37 of 460

FDA-CBER-2021-5683-1020566




196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION
on Nov/09/2020

Form Version: 10-Oct-2020 15:59
SiteNo: 1095

Subject No: 10951009

Generated By: (b) (4)

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

Subject Initials: ---

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

Health Care Utilization

3. | Hasthe subject been hospitalized | NO
due to potential COVID-19
illness?
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Header Text: c4591001

Visit: POT_COVID ILL 1

Form Version: 06-Jul-2020 21:53
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

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

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

*** Confidential***

# Treatm_ent |dent | Con Non-Drug Treatments Pre- Treatment | Treatment | Start Date | Form Instance
ifier specified
1. | Not Applicable | Not Applicable Not Applica | Not Applica | Not Applica Repeating
ble ble ble Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT
on Nov/09/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

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

Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

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

2. | Concomitant Non-drug Treatment | Not Applicable Comments

Pre-specified:

3. | Treatment: Not Applicable Comments

4. | Treatment: Not Applicable Comments
[]

5. | Start Date: Not Applicable Comments
1

6. | Ongoing? Not Applicable Comments

Page 40 of 460

*** Confidential***

FDA-CBER-2021-5683-1020569




196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS
on Nov/09/2020

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

Subject No: 10951009
Generated By: (b) (4)

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

*** Confidential***

IlIness Details

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

2. | Was adiagnosis obtained for YES

Potential COVID-19 llIness? Resp| ratory 11Iness D|agnos|s_

[viral upper respiratory Infection]
Date of Diagnosis:
Nov/10/2020

3. | Toxicity Grade: 2
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Header Text: c4591001
Visit: POT_COVID ILL 1
Form Version: 17-Jul-2020 21:55
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

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

Category of Clinical Eve

Subcategory of Clinical Eve

Diagnosis Obtaine

Toxicity Grad

# nt: nt d e Form Instance
1. | Not Applicable Not Applicable Not Applicable Not Applicabl | Repeating Pages
e
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE
on Nov/09/2020

Form Version: 17-Jul-2020 21:55
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

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

Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

*** Confidential***

IlIness Details

1. | Category of Clinical Event: Not Applicable Comments

2. | Subcategory of Clinical Event: Not Applicable Comments

3. | Was adiagnosis obtained? Not Applicable Comments

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

Visit: POT_COVID ILL 1

Form Version: 30-Jul-2020 21:27
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

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

Category for L | Vendor N | Collection | Specimen Form Instanc
# ab Test ame Date: Type L.ab Result e
1. | Not Done Not Done | Not Done | Not Done Sponsor-Defined | Teq. Result Repeating
dentifier : : Pages
Not Done Not Do [ Not Do
ne ne
Not Done Not Do [ Not Do
ne ne
Not Done Not Do [ Not Do
ne ne
Not Done Not Do [ Not Do
ne ne
Not Done Not Do [ Not Do
ne ne
Not Done Not Do [ Not Do
ne ne
Not Done Not Do [ Not Do
ne ne
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Nov/09/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

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

Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Lab Chemistry Details

*** Confidential***

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

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

on Nov/09/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

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

Subject Initials: ---

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

5b Sponsor ID: Not Done Comments

[]

Test: Alanine Aminotransferase PX30

Resuilt: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit

5.C || sponsor 1D: Not Done Comments

[]

Test: Aspartate Aminotransferase PX28

Result: Not Done Comments
[]

Not Done: Not Done Comments

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

on Nov/09/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

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

Subject Initials: ---

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

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

*** Confidential***

5d Sponsor ID: Not Done Comments

[]

Test: Alkaline Phosphatase PX35

Resuilt: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit

5€ || sponsor 1D: Not Done Comments

[]

Test: Bilirubin_PX21

Result: Not Done Comments
[]

Not Done: Not Done Comments

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

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

on Nov/09/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

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

Subject Initials: ---

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

Sf Sponsor ID: Not Done Comments

[]

Test: Blood Urea Nitrogen PX47

Resuilt: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit

5.9 || sponsor 1D: Not Done Comments

[]

Test: Creatinine_PX48

Result: Not Done Comments
[]

Not Done: Not Done Comments

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

Visit: POT_COVID ILL 1

Form Version: 30-Jul-2020 21:28
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

4 Category for | Vendor Name (D | Collection | Specimen L ab Result Form Instan
Lab Test ERIVED) Date: Type ce
1. | Not Done Not Done Not Done | Not Done Sponsor-Define Teq Result Repeating
d I dentifier o Pages
Not Done Not D |Not D
one one
Not Done Not D |Not D
one one
Not Done Not D |Not D
one one
Not Done Not D |Not D
one one
Not Done Not D |Not D
one one
Not Done Not D |Not D
one one
Not Done Not D |Not D
one one
Not Done Not D |Not D
one one
Not Done Not D |Not D
one one
Not Done Not D |Not D
one one

*** Confidential***
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Header Text: c4591001

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

on Nov/09/2020

Form Version: 30-Jul-2020 21:28
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

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

Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

L aboratory Data Hematology

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

on Nov/09/2020

Form Version: 30-Jul-2020 21:28
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

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

Subject Initials: ---

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

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

*** Confidential***

5b Sponsor ID: Not Done Comments

[]

Test: Hematocrit PX2

Resuilt: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit

5.C || sponsor 1D: Not Done Comments

[]

Test: Erythrocytes PX3

Result: Not Done Comments
[]

Not Done: Not Done Comments

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

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

on Nov/09/2020

Form Version: 30-Jul-2020 21:28
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

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

Subject Initials: ---

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

5d Sponsor ID: Not Done Comments

[]

Test: Platelets PX5

Resuilt: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit

5€ || sponsor 1D: Not Done Comments

[]

Test: Leukocytes PX7

Result: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Nov/09/2020
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Sf Sponsor ID: Not Done Comments
[]
Test: Neutrophils_PX608
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
5.9 || sponsor 1D: Not Done Comments
[]
Test: Eosinophils PX609
Resullt: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

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

on Nov/09/2020

Form Version: 30-Jul-2020 21:28
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

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

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

5h Sponsor ID: Not Done Comments

[]

Test: Monocytes PX612

Resuilt: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit

Si Sponsor ID: Not Done Comments

[]

Test: Basophils PX610

Result: Not Done Comments
[]

Not Done: Not Done Comments

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

on Nov/09/2020

Form Version: 30-Jul-2020 21:28
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

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

Subject Initials: ---

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

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

*** Confidential***

5] Sponsor ID: Not Done Comments
[]
Test: Lymphocytes PX611
Resuilt: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 30-Jul-2020 21:27

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Form: VITAL SIGNS- COVID

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

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS - COVID
on Nov/09/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

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

Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

*** Confidential***

Vital Signs
1. | Date: Not Done Comments
1
Vital SignsDetails
2.a|| Record Identifier: Not Done
1
Systalic: Not Done Comments
[]
Diastolic: Not Done Comments
[]
Respiratory Ratein Not Done Comments
respirations/minute:
[]
Heart Rate in beats/minute: Not Done Comments
[]
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 30-Jul-2020 21:28

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Site Name: (1095) Tekton Research

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

Form: VITAL SIGNS - PULSE OX ROOM AIR

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR
on Nov/09/2020

Form Version: 30-Jul-2020 21:28
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

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

Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

*** Confidential***

Vital Signs
1. | Date: Not Done Comments
1
Vital Signs Details
2.a|| Record Identifier: Not Done
1
SPO2 Pulse Oximetry % Not Done Comments
[]
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Header Text: c4591001
Visit: POT_COVID ILL 1
Form Version: 06-Jul-2020 21:52
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

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

# | Date Time of Assessment | Arterial Blood Gases PaO2 | FiO2 (Fraction of Inhaled Oxygen) | Form Instance
1. | Not Done Not Done Not Done Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: OXY GENATION PARAMETERS
on Nov/09/2020

Form Version: 06-Jul-2020 21:52
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

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

Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

*** Confidential***

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

Form Version: 06-Jul-2020 21:55
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1095) Tekton Research

Subject Initials: ---

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

# Sponsor-Defined | | Category for Me | Concomitant Medications | Name of Medi | Start D | Form Instanc
dentifier dication Pre-specified cation ate e
1. | Not Done Not Done Not Done Not Done Not Do Repeating
ne Pages
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
on Nov/09/2020
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Back to Form
Form Comments
eCRF Audit Trail History
Concomitant Medications
1. [ What isthe medication identifier? | Not Done Comments
[]
2. | Category: Not Done Comments
3. | Concomitant Medications Not Done Comments
Pre-specified:
4. | Medication: Not Done Comments
Provide the complete generic drug | [ ]
name (including salt form, where
applicable). Where generic name
is unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).
5. | Start Date: Not Done Comments
1
6. | Ongoing? Not Done Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: IMAGING

Form Version: 06-Jul-2020 21:53

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

Subject No: 10951009 Subject Initials: ---

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

# | Dateof Assessment | Location of Assessment | Imaging Method | Overall Assessment | Form Instance

1. | Not Done Not Done Not Done Not Done Repeating Pages

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)
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*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING
on Nov/09/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

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

Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

*** Confidential***

Imaging
1. | Date of Assessment: Not Done Comments
1
2. | Location of Assessment: Not Done Comments
3. | Type of Imaging Exam: Not Done Comments
4. | Assessment: Not Done Comments
Page 65 of 460
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Header Text: c4591001

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

Visit on Dec/08/2020

Form Version: 22-Apr-2020 21.04
Site No: 1095

Subject No: 10951009

Generated By: (b) (4)

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

Date of Visit

1. | Date of Visit Dec/8/2020

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit: COVID_A1l
Page 66 of 460
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Header Text: c4591001
Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Visit on Dec/08/2020

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951009 Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Dec/8/2020
4. | If no sample was collected or [1
sample was not collected
according to protocol, please
provide reason:

Aliquot
Please enter barcode for each aliquot.
54| sample D [BP1T3Z]
5P| sampleID [BP1T3Y]
5C || sampleID [BP1T3X]
5d || sampleID [BPLJZR]
Page 67 of 460
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Header Text: c4591001

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

Site No: 1095

Subject No: 10951009

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 1

2. | Erroneous Visit

Page 68 of 460

*** Confidential***
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Header Text: c4591001

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

Site No: 1095

Subject No: 10951009

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

*** Confidential***
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Header Text: c4591001

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

Site No: 1095
Subject No: 10951009
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

1. | Date of Sep/22/2020
Completion/Discontinuation
/Desth :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: [
Page 70 of 460
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Header Text: c4591001

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

Subject No: 10951009

Generated By: (b) (4)

Form: DISPOSITION - FOLLOW-UP

Form Status: Not Started

Site Name: (1095) Tekton Research

Subject Initials: ---

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

Disposition - Follow-Up

1.

Date of
Completion/Discontinuation
/Death :

1

Phase of Disposition:

Status:

Specify Status:

[]

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New Form: DATE OF VISIT - REPEAT SWAB
Unscheduled Visit

Form Version: 10-Oct-2020 15:57

Site No: 1095
Subject No: 10951009
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

1

2.

Erroneous Visit

COVID-19 Repeat Swab

3.

COVID-19 Repesat Swab:

Page 72 of 460
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Header Text: c4591001

Unscheduled Visit

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

Subject No: 10951009
Generated By: (b) (4)

Visit: POT_COVID_REPEAT_SWAB - New 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.

5. Sample ID

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

Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1095
Subject No: 10951009
Generated By: (b) (4)

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

4 Category AE !dentl Adverse Event Start Date IstheAdversg Event Still | Form Instanc
fier Ongoing e
1. |ADVERSEEV |1 torsion of right | Dec/23/2020 UNK | NO Repeating
ENT ovary :UNK End Date Time: Pages

Jan/18/2021 UNK:UNK
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*** Confidential***

Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adver se Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [torsion of right ovary]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Dec/23/2020 UNK:UNK
5. | Isthe adverse event still ongoing? | NO
End Date Time:
Jan/18/2021 UNK:UNK
6. | Toxicity Grade: 3
7. | Isthe adverse event serious? YES
Isthis serious event associated with congenital anomaly or birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.
. ) ) Did this serious event result in death?
Fatal; Life-threatening; Inpatient NO
hospitalization or prolongation of
eX|s_,t|ng h OSp't"f‘“Zq“p n;_Persstgnt Did this serious event require or prolong hospitalization?
or significant disability/incapacity; YES
Congenital anomaly/birth defect;
Important medical event (i.e. may id thi . Iti . anifi disabilitv/i o
jeopardize subject and may ﬁlot Is serious event result in persistent or significant disability/incapacity”
require medical/surgical
intervention to prevent above o _ .
outcomes). Isthis serious event life threatening?
NO
Other medically important serious event
NO
8. | Isthis adverse event the result of a | NO
study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 10951009

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1095) Tekton Research

Subject Initials; ---

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:
[ovarian cyst]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication YES
given?
12. | Was aNon-Drug Treatment YES
given?
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: [2021113364]
For Pfizer Use Only
Page 76 of 460
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Visit: Logs

Header Text:

c4591001

Form Version: 17-Jul-2020 21:54
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: MEDICATION ERROR

Site Name: (1095) Tekton Research

Subject Initials: ---

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

*** Confidential***

Catego | Medication E | Start D | Isthemedication error Still | Study Medication Errors
# : . Form Instance
ry rror ate Ongoing Action
1 Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: MEDICATION ERROR
Form Status: Not Started

Site Name: (1095) Tekton Research

Subject Initials; ---

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: I
4. | Isthe medication error till
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: [1

For Pfizer Use Only
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Header Text: c4591001
Visit: Logs

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

Subject No: 10951009
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

*** Confidential***

4 Sponsor-Defined | | Category for Me | Concomitant Medications | Nameof Medi | Start D | Form Instanc
dentifier dication Pre-specified cation ate e
1 Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled

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

Subject No: 10951009

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 M edications

1.

What is the medication identifier?

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

[]

Date:

1

Page 80 of 460

*** Confidential***
FDA-CBER-2021-5683-1020609




196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: Logs

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

Subject No: 10951009

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1095) Tekton Research

Subject Initials: ---

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

*** Confidential***

# Sponsor-Defined | Category for Me | Concomitant Medications | Name of Med | Dose Descr | Form Instanc
Identifier dication Pre-specified ication iption e
1 Repeating
Pages
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 10951009

Generated By: (b) (4)

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

[]

Dose:

[]

Dose Unit:

Dose Frequency:

Route:

||| N[ | O

Start Date:

1

. | Ongoing?

Page 82 of 460

*** Confidential***
FDA-CBER-2021-5683-1020611




196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: Logs

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

Subject No: 10951009

Generated By: (b) (4)

Form: RADIATION TREATMENT

Site Name: (1095) Tekton Research

Subject Initials: ---

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

Categor | Treatment |dentifi

Con Non-Drug Treatments Pr e-speci

Treatmen | Start Dat

*** Confidential***

# y or fied i o Form Instance
1. Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 10951009

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 is the treatment |dentifier?

Concomitant Non-drug Treatment
Pre-specified:

Treatment:

[]

Start Date:

1

Ongoing?
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Header Text: c4591001
Visit: Logs Form: TRANSFUSIONS
Form Version: 22-Apr-2020 21:03
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
# Transfusion Type Date of Transfusion Form Instance
1 Repeating Pages
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 10951009

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:

1
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Header Text: c4591001

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

Site No: 1095

Subject No: 10951009

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 1

2. | Erroneous Visit
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Header Text: c4591001

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

Site No: 1095

Subject No: 10951009

Generated By: (b) (4)

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: 1

Vital Signs Details

2. || Record Identifier:

Temperature: [1

Unit:

Temperature Location:
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Form Version: 20-Feb-2021 02:14
SiteNo: 1095

Subject No: 10951009

Generated By: (b) (4)

Visit: Unplanned Vaccination - Unscheduled

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status: Not Started

Site Name: (1095) Tekton Research

Subject Initials: ---

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

Lab Urinalysis

1. | Lab Panel:

Lab Sub-Pand!:

1

2
3. | Collection Date:
4

Laboratory Name and Address
(Derived)

[]

5. | Specimen Type:

Lab Result

6. Sponsor ID: [1
Test:
Result:
Not Done:

*** Confidential***
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Dec-2020 02:26

SiteNo: 1095

Subject No: 10951009

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. | Wasthere atemporary delay of
vaccination?

Treatment Name [1

Formulation:

Dose Date Time: 1!

Anatomical Location:

Body Side:

Route:

Actua Dose: [1

Ol | N (] &~ w|D

Unit:

=
©

Timeframe Subject Was Observed

[
=Y

. | Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Oct-2020 15:57

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: 10951009

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: [1
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Header Text: c4591001

Visit: Potentia ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: DATE OF VISIT

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

*** Confidential***

Date of Visit
1. | Date of Visit Feb/2/2021
2. | Erroneous Visit
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: Potentia ReVax Initial Contact -
Unscheduled

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

Subject No: 10951009

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

eCRF Audit Trail History

Further Vaccination Confirmation

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

Participant iswilling to return for Vaccination 3
Participant is:
eligible per local/national recommendations and confirmed to have received
only placebo at Vaccination 1/2
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

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

Subject No: 10951009

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

eCRF Audit Trail History

Treatment Unblinded

1.

Date Treatment Unblinded :

Feb/2/2021

2.

Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION

*** Confidential***
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Header Text: c4591001

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

Subject No: 10951009

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

Form Comments
eCRF Audit Trail History

Withdrawal Of Consent

1. | Withdrawal of Consent Date :

Not Applicable

1

Comments
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Header Text: c4591001

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

Subject No: 10951009

Generated By: (b) (4)

Form: DEATH DETAILS CODED

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

Death Details
1. | Date of Collection/ Notification | Not Applicable Comments
of Death:
1
Cause of Death
2. || Cause of Death Status: Not Applicable
Cause of Desth: Not Applicable
[]
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:02
SiteNo: 1095

Subject No: 10951009

Generated By: (b) (4)

Form: DATE OF VISIT

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

Date of Visit
1. | Date of Visit Feb/3/2021
2. | Erroneous Visit
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Header Text: c4591001
Visit: V101 VAX3
Form Version: 10-Dec-2020 02:31
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION
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

Informed Consent - Further Vaccination

1.

Consent Was:

OBTAINED

Date Written Consent Obtained
Feb/3/2021

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

Form Version: 10-Dec-2020 02:30
Site No: 1095

Subject No: 10951009

Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

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

Subject Initials: ---

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

Form Comments

Inclusion Criteria Not Met

1 Description of Inclusion Not Applicable
Criterion Not Met
Exclusion Criteria Met
2. Description of Exclusion Not Applicable
Criterion Met
Page 100 of 460
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Header Text: c4591001

Visit: V101 VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION

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

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

Subject No: 10951009 Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. | Date of Feb/3/2021
Compl etion/Discontinuation
/Death :
2. | Phase of Disposition: REPEAT SCREENING 1
3. | Status: COMPLETED
4. | Specify Status: [
Page 101 of 460
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: V101 VAX3

Form Version: 14-Jan-2021 02:21
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
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

Lab Urinalysis
1. | Lab Panel: Not Applicable Comments
2. | Lab Sub-Pand: Not Applicable Comments
3. | Collection Date: Not Applicable Comments
1
4. | Laboratory Name and Address Not Applicable Comments
(Derived)
[]
5. | Specimen Type: Not Applicable Comments
Lab Result
6.a|| sponsor 1D: Not Applicable Comments
[]
Test: Not Applicable
Choriogonadotropin Beta PX113
Result: Not Applicable Comments
Not Done: Not Applicable Comments
Page 102 of 460

*** Confidential***

FDA-CBER-2021-5683-1020631




196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: V101 VAX3

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

Subject No: 10951009

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
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

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Feb/3/2021
4. | If no sample was collected or []
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sample D [BR3WKL]
5b || sampleID [BR3WKM]
5 || sampleID [BR3WKN]
5d || sample 1D [BPCTKY]
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Header Text: c4591001

Visit: V101 VAX3

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

Subject No: 10951009

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
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

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Feb/3/2021
4. | If no sample was collected or []
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BROVFM]
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: V101 VAX3 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951009 Subject Initials: ---

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

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Feb/3/2021 14:01
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was Observed | 30 MINUTES
11. | Was the subject observed for at YES
least the protocol specified
observation period after
investigational product
administration?

Page 105 of 460
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: V102_VAX4

Form Version: 22-Apr-2020 21:02
SiteNo: 1095

Subject No: 10951009

Generated By: (b) (4)

Form: DATE OF VISIT

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

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

Visit: V102 VAX4

Form Version: 14-Jan-2021 02:21
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
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

Lab Urinalysis
1. | Lab Panel: URINALYSIS
2. | Lab Sub-Pand: PREGNANCY
3. | Collection Date: Mar/2/2021
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.a|| sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Resullt:
Not Done: NOT DONE
Page 107 of 460
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: V102_VAX4

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

Subject No: 10951009

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
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

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Mar/2/2021
4. | If no sample was collected or []
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
54|/ sample 1D [BROVGB]
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951009 Subject Initials: ---

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

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Mar/2/2021 14:19
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was Observed | 30 MINUTES
11. | Was the subject observed for at YES
least the protocol specified
observation period after
investigational product
administration?
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Header Text: c4591001

Visit: V103_MONTH1

Form Version: 22-Apr-2020 21:02
SiteNo: 1095

Subject No: 10951009

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

1

2.

Erroneous Visit

Page 110 of 460

*** Confidential***
FDA-CBER-2021-5683-1020639




196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: V103 MONTH1

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

Subject No: 10951009

Generated By: (b) (4)

Form: CONTACT OUTCOME
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: V104_MONTH6

Form Version: 22-Apr-2020 21:02
SiteNo: 1095

Subject No: 10951009

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

1

2.

Erroneous Visit
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Header Text: c4591001

Visit: V104 MONTH6

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

Subject No: 10951009

Generated By: (b) (4)

Form: CONTACT OUTCOME
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: V105_MONTH18

Form Version: 22-Apr-2020 21:02
SiteNo: 1095

Subject No: 10951009

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

1

2.

Erroneous Visit

Page 114 of 460
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: V105 MONTH18

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

Subject No: 10951009

Generated By: (b) (4)

Form: CONTACT OUTCOME
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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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form Version: 20-Feb-2021 02:26

Site No: 1095
Subject No: 10951009
Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

Form Status: Not Started

Site Name: (1095) Tekton Research

Subject Initials: ---

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

Disposition - Treatment

1.

Date of
Completion/Discontinuation
/Desth :

1

Phase of Disposition:

Status:

Specify Status:

[]
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

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

Subject No: 10951009

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

*** Confidential***

Subject Status
1. | Subject Status FOLLOW-UP
2. | Subject Status Date Sep/22/2020
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

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

Site No: 1095

Subject No: 10951009

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 Here to Enable
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

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

Subject No: 10951009

Generated By: (b) (4)

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Status. Data Complete, Verified

Site Name: (1095) Tekton Research

Subject Initials: ---

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

*** Confidential***

Audit Trail
Thisform requires 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
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: LAB URINALY SIS- PREGNANCY TEST - Comments
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

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

Subject No: 10951009 Subject Initials: ---

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

Back to Form

Item | Date User Comment

3 Jul-31-2020 12:26:31 (UTC-06:00) Central (b) (4), (b) (6) |Not Done
Time (US & Canada)

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 30-Jul-2020 21:27
Site No: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST - Comments
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

*** Confidential***

Item | Date User Comment
Form | Aug-24-2020 18:43:49 (UTC-06:00) Central | (b) Not Applicable
Time (US & Canada) (4),
(b) (6)
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: V2 VAX2 L Form: LAB URINALY SIS- PREGNANCY TEST - Comments
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951009
Generated By: (b) (4)

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

Back to Form

Item | Date User Comment
1 Aug-24-2020 18:43:49 (UTC-06:00) Central  |(b) (4), (b) (6) |Not Applicable
Time (US & Canada)
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: V2 VAX2 L Form: LAB URINALY SIS- PREGNANCY TEST - Comments
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

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

Subject No: 10951009 Subject Initials: ---

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

Back to Form

Item | Date User Comment

2 Aug-24-2020 18:43:49 (UTC-06:00) Central  |(b) (4), (b) (6) |Not Applicable
Time (US & Canada)
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 30-Jul-2020 21:27
Site No: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST - Comments
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

Item | Date

User Comment

3 Aug-24-2020 18:43:49 (UTC-06:00) Central  |(b) (4), (b) (6) |Not Applicable

Time (US & Canada)
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Subject No: 10951009
Generated By: (b) (4)

Header Text: c4591001

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

Visit: V2 VAX2 L Form: LAB URINALY SIS- PREGNANCY TEST - Comments
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

Back to Form

*** Confidential***

Item | Date User Comment
4 Aug-24-2020 18:43:49 (UTC-06:00) Central  |(b) (4), (b) (6) |Not Applicable
Time (US & Canada)
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 30-Jul-2020 21:27
Site No: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST - Comments
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

Item | Date

User Comment

5 Aug-24-2020 18:43:49 (UTC-06:00) Central  |(b) (4), (b) (6) |Not Applicable

Time (US & Canada)
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 30-Jul-2020 21:27
Site No: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST - Comments
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

Item | Date

User Comment

Time (US & Canada)

6.a |Aug-24-2020 18:43:49 (UTC-06:00) Central  |(b) (4), (b) (6) |Not Applicable

*** Confidential***
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 30-Jul-2020 21:27
Site No: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST - Comments
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

Item | Date

User Comment

6.a |Aug-24-2020 18:43:49 (UTC-06:00) Central  |(b) (4), (b) (6) |Not Applicable

Time (US & Canada)
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 30-Jul-2020 21:27
Site No: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST - Comments
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

Item | Date

User Comment

Time (US & Canada)

6.a |Aug-24-2020 18:43:49 (UTC-06:00) Central  |(b) (4), (b) (6) |Not Applicable

*** Confidential***
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments
on Nov/09/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

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 | Nov-10-2020 09:37:32 (UTC-06:00) Centra | (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments
on Nov/09/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

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

Subject Initials: ---

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

Back to Form

*** Confidential***

Item | Date User Comment
1 Nov-10-2020 09:37:32 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments
on Nov/09/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

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 Nov-10-2020 09:37:32 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments

on Nov/09/2020

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951009 Subject Initials: ---

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

Back to Form

Item | Date User Comment
3 Nov-10-2020 09:37:32 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments
on Nov/09/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

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
4 Nov-10-2020 09:37:32 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments

on Nov/09/2020

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951009 Subject Initials: ---

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

Back to Form

Item | Date User Comment
5 Nov-10-2020 09:37:32 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments
on Nov/09/2020

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951009 Subject Initials: ---

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

Back to Form

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Item | Date User Comment
6 Nov-10-2020 09:37:32 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
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*** Confidential***
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE - Comments
on Nov/09/2020

Form Version: 17-Jul-2020 21:55
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

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

Subject Initials: ---

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

Back to Form

*** Confidential***

Item | Date User Comment
Form | Nov-10-2020 09:38:20 (UTC-06:00) Centra | (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE - Comments
on Nov/09/2020

Form Version: 17-Jul-2020 21:55
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

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 Nov-10-2020 09:38:20 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
Page 138 of 460

*** Confidential***
FDA-CBER-2021-5683-1020667




196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE - Comments
on Nov/09/2020

Form Version: 17-Jul-2020 21:55
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

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

Subject Initials: ---

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

Back to Form

*** Confidential***

Item | Date User Comment
2 Nov-10-2020 09:38:20 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE - Comments
on Nov/09/2020

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951009 Subject Initials: ---

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

Back to Form

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Item | Date User Comment
3 Nov-10-2020 09:38:20 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE - Comments
on Nov/09/2020

Form Version: 17-Jul-2020 21:55
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

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

Subject Initials: ---

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

Back to Form

*** Confidential***

Item | Date User Comment
4 Nov-10-2020 09:38:20 (UTC-06:00) Central  |(b) (4), (b) Not Applicable
Time (US & Canada) (6)
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

on Nov/09/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

- 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 | Nov-10-2020 09:38:41 (UTC-06:00) Centra | (b) (4), (b) Not Done
Time (US & Canada) (6)
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Nov/09/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

- 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

*** Confidential***

Item | Date User Comment
1 Nov-10-2020 09:38:41 (UTC-06:00) Central  |(b) (4), (b) Not Done
Time (US & Canada) (6)
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

on Nov/09/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

- 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 Nov-10-2020 09:38:41 (UTC-06:00) Central  |(b) (4), (b) Not Done
Time (US & Canada) (6)
Page 144 of 460

*** Confidential***
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Nov/09/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

- 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

*** Confidential***

Item | Date User Comment
3 Nov-10-2020 09:38:41 (UTC-06:00) Central  |(b) (4), (b) Not Done
Time (US & Canada) (6)
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

on Nov/09/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

- 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
4 Nov-10-2020 09:38:41 (UTC-06:00) Central  |(b) (4), (b) Not Done
Time (US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-1020675




196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Nov/09/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

- 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

*** Confidential***

Item | Date User Comment
5.a |Nov-10-2020 09:38:41 (UTC-06:00) Central  |(b) (4), (b) Not Done
Time (US & Canada) (6)
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

on Nov/09/2020

Form Version: 30-Jul-2020 21:27
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4 Nov-10-2020 09:40:26 (UTC-06:00) Central  |(b) (4), (b) Not Done
Time (US & Canada) (6)
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Header Text: c4591001

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

Subject No: 10951009

Generated By: (b) (4)

Form: WITHDRAWAL OF CONSENT - 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

*** Confidential***

Item | Date User Comment
Form | Feb-08-2021 08:22:16 (UTC-06:00) Central | (b) (4), (b) (6) Not Applicable
Time (US & Canada)
Form | Feb-03-2021 16:20:57 (UTC-06:00) Central | (b)
Time (US & Canada) 4),
(b) (6)
Form | Feb-03-2021 16:19:42 (UTC-06:00) Central | (b) Not Applicable
Time (US & Canada) (4),
(b) (6)
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Header Text: c4591001

Visit: Disposition Form: WITHDRAWAL OF CONSENT - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951009
Generated By: (b) (4)

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

Back to Form

Item | Date User Comment
1 Feb-08-2021 08:22:16 (UTC-06:00) Central  |(b) (4), (b) (6) Not Applicable
Time (US & Canada)
1 Feb-04-2021 13:16:06 (UTC-06:00) Centra  |(b) (4), (b) (6) Not Applicable
Time (US & Canada)
1 Feb-03-2021 16:20:57 (UTC-06:00) Central | (b)
Time (US & Canada) (4),
(b) (6)
1 Feb-03-2021 16:19:42 (UTC-06:00) Central  |(b) Not Applicable
Time (US & Canada) (4),
(b) (6)
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Header Text: c4591001

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

Subject No: 10951009

Generated By: (b) (4)

Form: DEATH DETAILS CODED - 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

*** Confidential***

Item | Date User Comment
Form | Feb-08-2021 08:21:44 (UTC-06:00) Central | (b) (4), (b) (6) Not Applicable
Time (US & Canada)
Form | Feb-03-2021 16:21:24 (UTC-06:00) Central | (b)
Time (US & Canada) 4),
(b) (6)
Form | Feb-03-2021 16:20:00 (UTC-06:00) Central | (b) Not Applicable
Time (US & Canada) (4),
(b) (6)
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Header Text: c4591001

Visit: Disposition Form: DEATH DETAILS CODED - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951009
Generated By: (b) (4)

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

Back to Form

Item | Date User Comment
1 Feb-08-2021 08:21:44 (UTC-06:00) Central  |(b) (4), (b) (6) Not Applicable
Time (US & Canada)
1 Feb-04-2021 13:16:25 (UTC-06:00) Centra  |(b) (4), (b) (6) Not Applicable
Time (US & Canada)
1 Feb-03-2021 16:21:24 (UTC-06:00) Central  |(b)
Time (US & Canada) (4),
(b) (6)
1 Feb-03-2021 16:20:00 (UTC-06:00) Central  |(b) Not Applicable
Time (US & Canada) (4),
(b) (6)
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Form Version: 10-Dec-2020 02:30
SiteNo: 1095

Subject No: 10951009

Generated By: (b) (4)

Header Text: c4591001
Visit: V101 VAX3

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER

VACCINATION - 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

*** Confidential***

Item | Date User Comment
Form | Feb-03-2021 16:22:46 (UTC-06:00) Central | (b) Not Applicable
Time (US & Canada) (4),
(b) (6)
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 14-Jan-2021 02:21
Site No: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST - 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 | Feb-03-2021 16:23:22 (UTC-06:00) Central | (b) Not Applicable
Time (US & Canada) 4),
(b) (6)
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Header Text: c4591001

Visit: V101 VAX3 Form: LAB URINALY SIS- PREGNANCY TEST - Comments
Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Back to Form
Item | Date User Comment
1 Feb-03-2021 16:23:22 (UTC-06:00) Central  |(b) Not Applicable
Time (US & Canada) (4),
(b) (6)
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 14-Jan-2021 02:21
Site No: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST - 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 Feb-03-2021 16:23:22 (UTC-06:00) Central  |(b) Not Applicable
Time (US & Canada) (4),
(b) (6)
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 14-Jan-2021 02:21
Site No: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST - 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

*** Confidential***

Item | Date User Comment
3 Feb-03-2021 16:23:22 (UTC-06:00) Central  |(b) Not Applicable
Time (US & Canada) (4),
(b) (6)
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Header Text: c4591001

Visit: V101 VAX3 Form: LAB URINALY SIS- PREGNANCY TEST - Comments
Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Back to Form
Item | Date User Comment
4 Feb-03-2021 16:23:22 (UTC-06:00) Central  |(b) Not Applicable
Time (US & Canada) (4),
(b) (6)
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 14-Jan-2021 02:21
Site No: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST - 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

*** Confidential***

Item | Date User Comment
5 Feb-03-2021 16:23:22 (UTC-06:00) Central  |(b) Not Applicable
Time (US & Canada) (4),
(b) (6)
Page 255 of 460

FDA-CBER-2021-5683-1020784




196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: V101 VAX3

Form Version: 14-Jan-2021 02:21
Site No: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST - 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
6.a |Feb-03-2021 16:23:22 (UTC-06:00) Central  |(b) Not Applicable
Time (US & Canada) (4),
(b) (6)
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 14-Jan-2021 02:21
Site No: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST - 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

*** Confidential***

Item | Date User Comment
6.a |Feb-03-2021 16:23:22 (UTC-06:00) Central  |(b) Not Applicable
Time (US & Canada) (4),
(b) (6)
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 14-Jan-2021 02:21
Site No: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST - 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
6.a |Feb-03-2021 16:23:22 (UTC-06:00) Central  |(b) Not Applicable
Time (US & Canada) (4),
(b) (6)
Page 258 of 460
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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: 10951009 Subject Initials: ---

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

Back to Form

Thisform requires 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) N/A Feb-03-2021 16:19:33 (UTC-06:00) Central Edit - All
(6) Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Paul Pickrell Approved Jan-22-2021 17:10:48 (UTC-06:00) Central BOOK Signed
Time (US & Canada)
Affidavit:

By my dated signature below, |, 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.

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

(b) (6) N/A Dec-09-2020 14:21:38 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Paul Pickrell Approved Nov-14-2020 07:15:07 (UTC-06:00) Central | BOOK Signed

Time (US & Canada)
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Header Text: c4591001

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

Site No: 1095

Subject No: 10951009

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, |, 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 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 Nov-11-2020 08:08:26 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Paul Pickrell Approved Nov-10-2020 21:14:01 (UTC-06:00) Central | BOOK Signed
Time (US & Canada)
Affidavit:

By my dated signature below, |, 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 bel ow.

(b) (6) N/A Nov-10-2020 09:30:54 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Paul Pickrell Approved Oct-12-2020 19:03:39 (UTC-06:00) Central BOOK Signed

Time (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: 10951009 Subject Initials; ---

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

By my dated signature below, |, 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 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 Sep-22-2020 09:13:20 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Paul Pickrell Approved Sep-18-2020 09:28:59 (UTC-06:00) Central BOOK Signed

Time (US & Canada)
Affidavit:

By my dated signature below, |, 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 bel ow.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1095 Site Name: (1095) Tekton Research

Subject No: 10951009
Generated By: (b) (4)

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
Jul-31-2020 08:54:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 30 JUN 2020

Time (US & Canada)

(b) (6)

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

Date L ocation User Value Reason
Jul-31-2020 08:54:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, STAGE 3 COHORTS
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Back to Form
1. Consent Was:
Date Location User Value Reason
Jul-31-2020 08:54:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), OBTAINED
Time (US & Canada) (b) (6) Date Written Consent Obtain

ed

Jul/31/2020
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
SiteNo: 1095

Subject No: 10951009
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 Value Reason
Jul-31-2020 08:53:54 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied from
(UTC-06:00) Central (autocalc) | 10951009 previous form
Time (US & Canada)
2. Birth Date:
Date L ocation User Value Reason
Jul-31-2020 08:53:47 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry
(UTC-06:00) Central (autocalc) |(b) (6) 1981
Time (US & Canada)
3. Sex:
Date Location User Value Reason
Jul-31-2020 08:54:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4, FEMALE
Time (US & Canada) (b) (6)
4. Ethnicity:
Date L ocation User Value Reason
Jul-31-2020 12:18:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NOT HISPANIC OR LATINO
Time (US & Canada) (b) (6) (A) OR OF SPANISH ORIGI
N

5. Race: (Check X all that apply):
Date L ocation User Value Reason
Jul-31-2020 12:18:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, WHITE
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V1_DAY1 VAX1_L

Form Version: 22-Apr-2020 21:02
SiteNo: 1095

Subject No: 10951009

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
Jul-31-2020 08:54:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Jul/31/2020
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

Site No: 1095
Subject No: 10951009
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - 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
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Incu 1
Time (US & Canada) (b) (6) sion
Num
ber:
Crite Male or female partici
rion pants between the ages
Descr of 18 and 55 years, inc
iption lusive, 65 and 85 years
: ,inclusive, or 18 and 8
5years, inclusive, at ra
ndomization (depende
nt upon study stage)
Crite YES
rion
met?:
Crite INO1AOO
rion |
D: (F
or Pfi
zer us
eonly
):
l.alnclusion Number:
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 1
Time (US & Canada) (b) (6)
1.a Criterion Description:
Date Location User Value Reason
Jul-31-202012:19:24 | AcVOPFEINFP000 |(B) (4), (0) (6) | pata Entry: Initial Entry
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Header Text: c4591001

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall

History

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

Subject Initials: ---

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

*** Confidential***

(UTC-06:00) Central (b) (4), Male or female participants bet
Time (US & Canada) (b) (6) ween the ages of 18 and 55 yea
rs, inclusive, 65 and 85 years, i
nclusive, or 18 and 85 years, in
clusive, at randomization (dep
endent upon study stage)
1l.a Criterion met?
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
l.a Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), INO1AO0O
Time (US & Canada) (b) (6)
1b
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Inclus 2
Time (US & Canada) (b) (6) ion N
umbe
r:
Criter Participants who arew
ion D illing and ableto com
escrip ply with all scheduled
tion: visits, vaccination pla
n, laboratory tests, life
style considerations, a
nd other study proced
ures
Criter YES
ionm
et?:
Page 267 of 460

FDA-CBER-2021-5683-1020796




196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall

History

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

Subject Initials: ---

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

Criter INO2A00

ion ID

. (For

Pfizer

useon

ly):
1.b Inclusion Number:
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 2
Time (US & Canada) (b) (6)
1.b Criterion Description:
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Participants who are willing an
Time (US & Canada) (b) (6) d able to comply with all sched

uled visits, vaccination plan, la

boratory tests, lifestyle conside

rations, and other study proced

ures
1.b Criterion met?
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
1.b Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), INO2A00
Time (US & Canada) (b) (6)
1lc
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Header Text: c4591001

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

History

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

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall

Form Status: Data Complete, Locked, Frozen, Verified

Date

L ocation User

Value

Reason

Jul-31-2020 12:19:24
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000 |(b)
),
(b) (6)

Data Entry:

Inclus 3

ion N

umbe

r:

Criter Healthy participants w

ion D ho are determined by

escrip medica history, physi

tion: cal examination, and ¢
linical judgment of the
investigator to be eligi
blefor inclusion in the
study

Criter YES

ionm

et?:

Criter INOSA00

ion |

D: (F

or Pfi

Zer us

eonly

):

Initial Entry
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SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall

History

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

Subject Initials: ---

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

1.c Inclusion Number:

Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 3
Time (US & Canada) (b) (6)
1.c Criterion Description:
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Hedlthy participants who ared
Time (US & Canada) (b) (6) etermined by medical history,

physical examination, and clini

cal judgment of the investigato

r to be eligible for inclusion in

the study
1.c Criterion met?
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
1.c Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), INO3A00
Time (US & Canada) (b) (6)
1d
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Inclus 4
Time (US & Canada) (b) (6) ion N

umbe

r:
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SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - 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

Criter Capable of giving pers

ion De onal signed informed

scripti consent, which includ

on:  escompliance with th
e reguirements and res
trictionslisted in the |
CD and in this protoco
I

Criter YES

ionm

et?:

Criter INO4A00

ion ID

. (For

Pfizer

useon

ly):
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Form Version: 30-Jul-2020 21:27

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall

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 Inclusion Number:

Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), 4
Time (US & Canada) (b) (6)
1.d Criterion Description:
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Capable of giving personal sig
Time (US & Canada) (b) (6) ned informed consent, which i

ncludes compliance with there

quirements and restrictions list

ed inthe ICD and in this proto

col
1.d Criterion met?
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
1.d Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), INO4A00
Time (US & Canada) (b) (6)
2a
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Exclu 1
Time (US & Canada) (b) (6) sion

Num

ber:
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Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall

History

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

Subject Initials: ---

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

Crite Other medical or psyc
rion hiatric conditionincl. r
Descr ecent (within past year
iption ) or active suicidal ide
ation/behavior/lab abn
ormality that may incr
ease therisk of study p

articipation

Crite NO

rion

met?:

Crite EX01AQ0

rion |

D: (F

or Pfi

zer us

eonly

):
2.a Exclusion Number:
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), 1
Time (US & Canada) (b) (6)
2.a Criterion Description:
Date Location User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Other medical or psychiatric ¢
Time (US & Canada) (b) (6) ondition incl. recent (within pa

st year) or active suicidal idedti

on/behavior/lab abnormality th

at may increase the risk of stud

y participation
2.a Criterion met?
Date L ocation User Value Reason
l-31-202012:19:24 | AcvoPrEINFP000 |P) (4). (B) (6) | pata Entry: Initial Entry
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Form Version: 30-Jul-2020 21:27

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

History

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

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall

Form Status: Data Complete, Locked, Frozen, Verified

(UTC-06:00) Central (b) (4), NO
Time (US & Canada) (b) (6)
2.a Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), EX01A00
Time (US & Canada) (b) (6)
2b
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Exclus 2
Time (US & Canada) (b) (6) on Nu
mber:
Criteri Known infection wit
on Desc h human immunodef
ription: iciency virus (HIV),
hepatitis C virus (HC
V), or hepatitis B vir
us (HBV)
Criteri NO
on met
2
Criteri EX02A00
on |D:
(For Pf
izer use
only):
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Form Version: 30-Jul-2020 21:27

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall

History

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

Subject Initials: ---

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

2.b Exclusion Number:

*** Confidential***

Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 2
Time (US & Canada) (b) (6)
2.b Criterion Description:
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Known infection with human i
Time (US & Canada) (b) (6) mmunodeficiency virus (HIV),

hepatitis C virus (HCV), or he

patitis B virus (HBV)
2.b Criterion met?
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NO
Time (US & Canada) (b) (6)
2.b Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), EX02A00
Time (US & Canada) (b) (6)
2c
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Exclu 3
Time (US & Canada) (b) (6) sion N

umbe

r:
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SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - 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

Criter History of severe adve

ion De rse reaction associated

scripti with avaccine and/or

on: severealergicreactio
n (eg, anaphylaxis) to
any component of the
study intervention(s)

Criter NO

ionm

at?:

Criter EXO3A00

ion ID

. (For

Pfizer

useon

ly):
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Header Text: c4591001

SiteNo: 1095
Subject No: 10951009
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Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall

History

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

Subject Initials: ---

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

2.c Exclusion Number:

*** Confidential***

Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 3
Time (US & Canada) (b) (6)
2.c Criterion Description:
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), History of severe adverse react
Time (US & Canada) (b) (6) ion associated with avaccine a

nd/or severe allergic reaction (

eg, anaphylaxis) to any compo

nent of the study intervention(s

)
2.c Criterion met?
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
2.c Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), EXO03A00
Time (US & Canada) (b) (6)
2d
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Exclusion 4
Time (US & Canada) (b) (6) Number:
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Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall

History

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

Subject Initials: ---

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

Criterion  Receipt of medic

Description ationsintended t

: o prevent COVI

D-19

Criterion  NO

met?:

Criterion | EX04A00

D: (For Pfi

zer useonl

y):
2.d Exclusion Number:
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), 4
Time (US & Canada) (b) (6)
2.d Criterion Description:
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Receipt of medications intende
Time (US & Canada) (b) (6) d to prevent COVID-19
2.d Criterion met?
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
2.d Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), EX04A00
Time (US & Canada) (b) (6)

2.e
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Form Version: 30-Jul-2020 21:27

History

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

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall

Form Status: Data Complete, Locked, Frozen, Verified

Date

L ocation User

Value

Reason

Jul-31-2020 12:19:24
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000 |(b)
),
(b) (6)

Data Entry:
Exclus 8
ion Nu
mber:

Criter Immunocompromised

ion De individuals with know

scripti nor suspected immun

on: odeficiency, as determ
ined by history and/or
laboratory/physical ex
amination

Criter NO

ion me

t?:

Criter EXO8AQ0

ion ID

. (For

Pfizer

useon

ly):

Initial Entry
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SiteNo: 1095
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Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall

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 Exclusion Number:

Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 8
Time (US & Canada) (b) (6)
2.e Criterion Description:
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Immunocompromised individu
Time (US & Canada) (b) (6) alswith known or suspected i

mmunodeficiency, as determin

ed by history and/or laboratory

/physical examination
2.e Criterion met?
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
2.eCriterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), EXO08A00
Time (US & Canada) (b) (6)
2.f
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Exclu 10
Time (US & Canada) (b) (6) sion N

umbe

r:
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Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall

History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1095) Tekton Research

Subject Initials: ---

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

Criter Bleeding diathesis or

ion De condition associated

scripti with prolonged bleedi

on:  ngthat would, intheo
pinion of the investiga
tor, contraindicate intr
amuscular injection

Criter NO

ionm

at?:

Criter EX10A00

ion ID

. (For

Pfizer

useon

ly):
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SiteNo: 1095
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Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall

History

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

Subject Initials: ---

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

2.f Exclusion Number:

Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 10
Time (US & Canada) (b) (6)
2.f Criterion Description:
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Bleeding diathesis or condition
Time (US & Canada) (b) (6) associated with prolonged blee

ding that would, in the opinion

of the investigator, contraindic

ate intramuscular injection
2.f Criterion met?
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
2.f Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), EX10A00
Time (US & Canada) (b) (6)
29
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Exclusion N 11
Time (US & Canada) (b) (6) umber:

Criterion De Women who ar

scription: e pregnant or b

reastfeeding
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History

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Criterion me NO

*** Confidential***

FDA-CBER-2021-5683-1020812

t?:

Criterion ID EX11A00

. (For Pfizer

use only):
2.9 Exclusion Number:
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 1
Time (US & Canada) (b) (6)
2.g Criterion Description:
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Women who are pregnant or br
Time (US & Canada) (b) (6) eastfeeding
2.g Criterion met?
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
2.9 Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), EX11A00
Time (US & Canada) (b) (6)
2.h
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Exclusion N 12
Time (US & Canada) (b) (6) umber:
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SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall

History

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

Subject Initials: ---

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

Criterion D Previous vaccin
escription: ation with any c
oronavirus vacci
ne

Criterion m NO

et?:

Criterion | EX12A00

D: (For Pfiz

er use only)
2.h Exclusion Number:
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), 12
Time (US & Canada) (b) (6)
2.h Criterion Description:
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Previous vaccination with any
Time (US & Canada) (b) (6) coronavirus vaccine
2.h Criterion met?
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
2.h Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), EX12A00
Time (US & Canada) (b) (6)
2.i
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Excus 13
Time (US & Canada) (b) (6) on Num
ber:

Criterio Subjectswho receiv

n Descr e immunosuppressiv

iption: etherapy, such ascy
totoxic agents or sys
temic corticosteroids

Criterio NO

n met?:

Criterio EX13A01

niD: (F

or Pfize

r useon

ly):
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

History

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

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall

Form Status: Data Complete, Locked, Frozen, Verified

2.i Exclusion Number:

Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 13
Time (US & Canada) (b) (6)
2.i Criterion Description:
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Subjects who receive immunos
Time (US & Canada) (b) (6) uppressive therapy, such as cyt

otoxic agents or systemic corti

costeroids
2.i Criterion met?
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NO
Time (US & Canada) (b) (6)
2.i Criterion I D: (For Pfizer use only)
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), EX13A01
Time (US & Canada) (b) (6)
2,
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Exclus 15
Time (US & Canada) (b) (6) ion N

umber
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall

History

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

Subject Initials: ---

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

Criter

scripti
on:

Criter
ionm
at?:

Criter
ion ID
. (For
Pfizer
useon
ly):

ion De ma products or immu

Receipt of blood/plas

noglobulin, from 60 d
ays before study inter
vention administration
or planned receipt thr
oughout the study

NO

EX14A01
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall

History

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

Subject Initials: ---

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

2.j Exclusion Number:

Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 15
Time (US & Canada) (b) (6)
2.j Criterion Description:
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Receipt of blood/plasma produ
Time (US & Canada) (b) (6) cts or immunoglobulin, from 6

0 days before study interventio

n administration or planned rec

eipt throughout the study
2.j Criterion met?
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
2.j Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), EX14A01
Time (US & Canada) (b) (6)
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Site No: 1095

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Subject No: 10951009
Generated By: (b) (4)

Form Version: 30-Jul-2020 21:27

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall

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

2k

Date

L ocation

User

Value

Reason

Jul-31-2020 12:19:24
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Data Entry:
Exclus 16
ion Nu
mber:

Criteri Participation in other

on Des studiesinvolving stu

criptio dy intervention withi

n: n 28 days prior to stu
dy entry and/or durin
g study participation

Criteri NO

on met

?.

Criteri EX15A01

on ID:

(For Pf

izer us

eonly)

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall

History

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

Subject Initials: ---

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

2.k Exclusion Number:

Date L ocation User Value Reason
Jul-31-2020 12:19:24 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 16
Time (US & Canada) (b) (6)
2.k Criterion Description:
Date L ocation User Value Reason
Jul-31-2020 12:19:24 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra 4), Participation in other studiesi
Time (US & Canada) (b) (6) nvolving study intervention wi

thin 28 days prior to study entr

y and/or during study participa

tion
2.k Criterion met?
Date L ocation User Value Reason
Jul-31-2020 12:19:24 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), NO
Time (US & Canada) (b) (6)
2.k Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Jul-31-2020 12:19:24 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), EX15A01
Time (US & Canada) (b) (6)
2l
Date L ocation User Value Reason
Jul-31-2020 12:19:24 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra 4, Exclus 17
Time (US & Canada) (b) (6) on Num

ber:
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - 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

Criterio Previous participati

n Descri onin other studiesi

ption:  nvolving study inter
vention containing |
ipid nanoparticles

Criterio NO

n met?:

Criterio EX16A01

niID: (F

or Pfize

r useon

ly):
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall

History

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

Subject Initials: ---

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

2.| Exclusion Number:

Date L ocation User Value Reason
Jul-31-2020 12:19:24 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 17
Time (US & Canada) (b) (6)
2. Criterion Description:
Date L ocation User Value Reason
Jul-31-2020 12:19:24 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra 4), Previous participation in other
Time (US & Canada) (b) (6) studies involving study interve

ntion containing lipid nanopart

icles
2. Criterion met?
Date L ocation User Value Reason
Jul-31-2020 12:19:24 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
2. Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Jul-31-2020 12:19:24 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), EX16A01
Time (US & Canada) (b) (6)
2m
Date L ocation User Value Reason
Jul-31-2020 12:19:24 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Exclu 22
Time (US & Canada) (b) (6) sion

Num

ber:
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
SiteNo: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - 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

Crite Investigator site staff o
rion r Pfizer employeesdir
Descr ectly involved inthec
iption onduct of the study, sit
e staff otherwise super
vised by the investigat
or, and their respective
family members

Crite NO

rion

met?:

Crite EX21A01
rion |

D: (F

or Pfi

ZEr us

eonly

):
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall

History

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

Subject Initials: ---

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

2.m Exclusion Number:

Date Location User Value Reason
Jul-31-2020 12:19:24 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 22
Time (US & Canada) (b) (6)
2.m Criterion Description:
Date L ocation User Value Reason
Jul-31-2020 12:19:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Investigator site staff or Pfizer
Time (US & Canada) (b) (6) employees directly involved in

the conduct of the study, site st

aff otherwise supervised by th

einvestigator, and their respec

tive family members
2.m Criterion met?
Date Location User Value Reason
Jul-31-2020 12:19:24 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
2.m Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Jul-31-2020 12:19:24 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), EX21A01
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V1_DAY1 VAX1_ L
Form Version: 22-Apr-2020 21:03

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

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

Date L ocation User Value Reason
Jul-31-2020 12:19:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Jul/31/2020
Time (US & Canada) (b) (6)
2. Phase of Disposition:
Date L ocation User Value Reason
Jul-31-2020 12:19:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SCREENING
Time (US & Canada)
3. Status:
Date L ocation User Value Reason
Jul-31-2020 12:19:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), COMPLETED
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

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

Subject No: 10951009 Subject Initials: ---

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

Back to Form

la
Date L ocation User Value Reason
Jul-31-2020 12:20:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Numbe 1
Time (US & Canada) r:

Medical History Moderate An

Term: xiety

Start Date: UNK/UNK/2

014

Ongoing: YES
l.aLine/MH Number:
Date L ocation User Value Reason
Jul-31-2020 12:20:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |1
Time (US & Canada)

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

Date L ocation User Value Reason
Jul-31-2020 12:20:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Moderate Anxiety

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

1l.a Start Date:

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Date L ocation User Value Reason
Jul-31-2020 12:20:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (@), UNK/UNK/2014
Time (US & Canada) (b) (6)
1.a Ongoing:
Date L ocation User Value Reason
Jul-31-2020 12:20:18 | ACVOPFEINFP6000 |(B) (4): (B) (6) | pata Entry: Initial Entry
(UTC-06:00) Central 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: 10951009

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - 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

Time (US & Canada)

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

1b
Date L ocation User Value Reason
Jul-31-2020 12:21:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | LineeMH Numb 2
Time (US & Canada) er:
Medical History subdural hema
Term: toma
Start Date: Apr/3/2006
Ongoing: NO
End Date:
Apr/5/2006

*** Confidential***
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Header Text: c4591001

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

Site No: 1095
Subject No: 10951009
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - 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

1.b Line/MH Number:

Date L ocation User Value Reason
Jul-31-2020 12:21:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) |2
Time (US & Canada)
1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Jul-31-2020 12:21:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), subdural hematoma
Time (US & Canada) (b) (6)
1.b Start Date:
Date L ocation User Value Reason
Jul-31-2020 12:21:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Apr/3/2006
Time (US & Canada) (b) (6)
1.b Ongoing:
Date L ocation User Value Reason
Jul-31-2020 12:21:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) () End Date:
Apr/5/2006

1lc
Date L ocation User Value Reason
Jul-31-2020 12:21:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalC) | Line/MH Numbe 3
Time (US& Canada) r:

Medical History hysterectomy

Term:

Start Date: May/15/2018
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 10951009

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - 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

Ongoing: NO
End Date:

May/15/2
018
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Header Text: c4591001

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

Site No: 1095
Subject No: 10951009
Generated By: (b) (4)

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

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

1.cLine/MH Number:

Date L ocation User Value Reason

Jul-31-2020 12:21:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Centra (autocalc) | 3

Time (US & Canada)

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

Date L ocation User Value Reason

Aug-18-2020 13:15:36 | ACVOPFEINFP6000 | Quan Jason Query 1: Closed Response setisfies

(UTC-06:00) Central Gong query

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

Aug-18-2020 13:04:38 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered has been added to

(UTC-06:00) Central (6) medical history

Time (US & Canada)

Aug-18-2020 09:04:48 | ACVOPFEINFP6000 | Quan Jason Query 1: Reissued:Opened Please add the

(UTC-06:00) Central Gong corresponding

Time (US & Canada) (b) (4) medical condition
as a separate
medical history
entry.

Aug-13-2020 01:45:14
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Closed

Response satisfies
query

Aug-12-2020 16:51:33
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Answered

reason has been
added

Aug-12-2020 02:32:33
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Opened

The Medical
history CRF is
unfrozen. Please
review and update
the details on
Medical history
CRF as
appropriate. Thank
you.

Aug-10-2020 17:58:52
(UTC-06:00) Central

ACVOPFEINFP6000

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

Query 1: Answered

please unfreeze and
requery
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1095
Subject No: 10951009
Generated By: (b) (4)

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

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

Time (US & Canada) (b) (4), (b) (6)
Aug-10-2020 15:48:44 | ACVOPFEINFP6000 | Quan Jason Query 1: Opened Please add the
(UTC-06:00) Central Gong corresponding
Time (US & Canada) (b) (4) medical condition
as a separate
medical history
entry.
Jul-31-2020 12:21:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), hysterectomy
Time (US & Canada) (b) (6)
1.c Start Date:
Date L ocation User Value Reason
Jul-31-2020 12:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), May/15/2018
Time (US & Canada) (b) (6)
1.c Ongoing:
Date L ocation User Value Reason
Jul-31-2020 12:21:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6) End Date:
May/15/2018
1d
Date L ocation User Value Reason
Jul-31-2020 12:22:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Numbe 4
Time (US& Canada) r:
Medical History seasona aller
Term: gies
Start Date: UNK/UNK/2
015
Ongoing: YES
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

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

Site No: 1095
Subject No: 10951009
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - 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

1.d Line/MH Number:

Date L ocation User Value Reason
Jul-31-2020 12:22:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | 4
Time (US & Canada)
1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Jul-31-2020 12:22:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), seasond allergies
Time (US & Canada) (b) (6)
1.d Start Date:
Date L ocation User Value Reason
Jul-31-2020 12:22:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), UNK/UNK/2015
Time (US & Canada) (b) (6)
1.d Ongoing:
Date L ocation User Value Reason
Jul-31-2020 12:22:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
le
Date L ocation User Value Reason
Jul-31-2020 12:22:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Numb 5
Time (US & Canada) er:

Medical History sinus surgery

Term:

Start Date: Apr/UNK/202

0
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 10951009

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - 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

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Ongoing: NO
End Date:
Apr/UNK/
2020
l.eLine/MH Number:
Date L ocation User Value Reason
Jul-31-2020 12:22:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | 5
Time (US & Canada)
1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Jul-31-2020 12:22:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), sinus surgery
Time (US & Canada) (b) (6)
l.e Start Date:
Date L ocation User Value Reason
Jul-31-2020 12:22:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Apr/UNK/2020
Time (US & Canada) (b) (6)
1.e Ongoing:
Date L ocation User Value Reason
Jul-31-2020 12:22:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6) End Date:
Apr/UNK/2020
1f
Date L ocation User Value Reason
Jul-31-2020 12:23:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Numb 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: 10951009
Generated By: (b) (4)

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

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

Time (US & Canada) er:

Medical History deviated septu

Term: m

Start Date: UNK/UNK/20

15
Ongoing: NO
End Date:
Apr/UNK/
2020
1.f Line/MH Number:
Date L ocation User Value Reason
Jul-31-2020 12:23:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | 6
Time (US & Canada)
1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Jul-31-2020 12:23:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), deviated septum
Time (US & Canada) (b) (6)
1.f Start Date:
Date L ocation User Value Reason
Jul-31-2020 12:23:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), UNK/UNK/2015
Time (US & Canada) (b) (6)
1.f Ongoing:
Date Location User Value Reason
Jul-31-2020 12:23:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6) End Date:
Apr/UNK/2020
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1095
Subject No: 10951009
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

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

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

*** Confidential***

1lg
Date L ocation User Value Reason
Aug-12-2020 16:51:20 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | Line/lMH Numbe 7
Time (US& Canada) r:
Medical History Heavy mense
Term: S
Start Date: UNK/UNK/1
994
Ongoing: NO
End Date:
May/15/20
18
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1095
Subject No: 10951009
Generated By: (b) (4)

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

1.gLine/MH Number:

Date L ocation User Value Reason
Aug-12-2020 16:51:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) |7

Time (US & Canada)

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

Date Location User Value Reason
Aug-12-2020 16:51:20 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Heavy menses
Time (US & Canada) (b) (6)
1.g Start Date:
Date L ocation User Value Reason
Aug-12-2020 16:51:20 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), UNK/UNK/1994
Time (US & Canada) (b) (6)
1.g Ongoing:
Date L ocation User Value Reason
Aug-12-2020 16:51:20 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6) End Date:

May/15/2018
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28
SiteNo: 1095

Subject No: 10951009
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

*** Confidential***

1. Date:

Date L ocation User Value Reason

Jul-31-2020 12:23:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4, Jul/31/2020

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

2. Weight:

Date L ocation User Value Reason

Jul-31-2020 12:23:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4, 81.6

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

3. Unit:

Date L ocation User Value Reason

Jul-31-2020 12:23:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

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

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

4. Height:

Date L ocation User Value Reason

Jul-31-2020 12:23:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), 173.0

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

5. Unit:

Date L ocation User Value Reason

Jul-31-2020 12:23:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

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

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

6. Body Mass | ndex:

Date L ocation |User |Val ue Reason
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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: 10951009 Subject Initials: ---

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

Jul-31-2020 12:23:51 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |27.3

Time (US & Canada)

7.a
Date L ocation User Value Reason
Jul-31-2020 12:23:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Record Identifie 1
Time (US & Canada) (b) (6) re:

Temperature:  98.9

TemperatureUn F

it:

TemperatureLo ORAL CA

cation:: VITY
7.a Record | dentifier:
Date L ocation User Value Reason
Jul-31-2020 12:23:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), 1
Time (US & Canada) (b) (6)
7.a Temperature:
Date L ocation User Value Reason
Jul-31-2020 12:23:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 98.9
Time (US & Canada) (b) (6)
7.a Unit:
Date L ocation User Value Reason
Jul-31-2020 12:23:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), F
Time (US & Canada) (b) (6)
7.a Temperature Location:
Date L ocation User Value Reason
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Header Text: c4591001

Subject No: 10951009
Generated By: (b) (4)

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

Jul-31-2020 12:23:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), ORAL CAVITY
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L Form: LAB URINALY SIS - PREGNANCY TEST - 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

Form Version: 30-Jul-2020 21:27
Site No: 1095

Subject No: 10951009
Generated By: (b) (4)

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Back to Form

3. Collection Date:

Date Location User Value Reason
Jul-31-2020 12:26:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Not Done
Time (US & Canada) (b) (6)
6.a
Date Location User Value Reason
Jul-31-2020 12:24:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | sponsor-Defi 113
Time (US & Canada) ned ldentifier

Test:: Choriogonadotro

pin Beta PX113

Result::

Not Done:: NOT DONE
6.a Sponsor ID:
Date L ocation User Value Reason
Jul-31-2020 12:24:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | 113
Time (US & Canada)
6.a Test:
Date L ocation User Value Reason
Jul-31-2020 12:24:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Choriogonadotropin Beta PX1
Time (US & Canada) (b) (6) 13
6.a Not Done;
Date Location User Value Reason
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Header Text: c4591001

Subject No: 10951009
Generated By: (b) (4)

Visit: V1 DAY1 VAX1 L Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1095 Site Name: (1095) Tekton Research

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

Jul-31-2020 12:24:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NOT DONE
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: RANDOMIZATION - 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: 10951009 Subject Initials: ---

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

Back to Form

1. Randomization Date :

Date Location User Value Reason
Jul-31-2020 12:24:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Jul/31/2020

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

2. Randomization Number:

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Date L ocation User Value Reason
Jul-31-2020 12:24:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 40705
Time (US & Canada) (b) (6)
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1095

Subject No: 10951009
Generated By: (b) (4)

- eCRF Audit Trail History

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

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

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status: Data Complete, Locked, Frozen, Verified

Back to Form

1. Data Origin

Date Location User Value Reason

Jul-31-2020 12:24:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Centra (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date Location User Value Reason

Jul-31-2020 12:24:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Jul-31-2020 16:32:32 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Jul-31-2020 12:24:44 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample

(UTC-06:00) Central (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Jul-31-2020 12:24:44 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

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

Time (US & Canada) (b) (6) Date of Collection:

Jul/31/2020
5a
Date L ocation User Value Reason

Jul-31-2020 16:33:45

ACVOPFEINFP6000

(b) (4). (b) (6) Data Entry:

Transcription Error

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1095
Subject No: 10951009
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

(UTC-06:00) Central (b) (4), Sample|D: BP3BLG

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

Jul-31-2020 16:32:32 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4), Sample |D: BP3BLG1

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

5.aSample 1D

Date L ocation User Value Reason

Jul-31-2020 16:33:45 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Jul-31-2020 16:33:45 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central (4), BP3BLG

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

Jul-31-2020 16:32:32 | ACVOPFEINFP6000 | auto query Query 1: Opened Barcodeisnot 6

(UTC-06:00) Central (autoquery) charactersin

Time (US & Canada) length. Please
review and correct
as appropriate.

Jul-31-2020 16:32:32 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry

(UTC-06:00) Central 4), BP3BLG1

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

5b

Date L ocation User Value Reason

Jul-31-2020 16:34:05 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central 4), Sample |D: BP3BLH

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

Jul-31-2020 16:32:48 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4), Sample |D: BP3BLH2

Time (US & Canada) (b) (6)
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1095

Subject No: 10951009
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.b Sample D

Date L ocation User Value Reason

Jul-31-2020 16:34:05 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Jul-31-2020 16:34:05 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central (4), BP3BLH

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

Jul-31-2020 16:32:48 | ACVOPFEINFP6000 | auto query Query 1: Opened Barcodeisnot 6

(UTC-06:00) Centra (autoquery) charactersin

Time (US & Canada) length. Please
review and correct
as appropriate.

Jul-31-2020 16:32:48 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), BP3BLH2

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

5.c

Date L ocation User Value Reason

Jul-31-2020 16:34:15 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central (4), Sample | D: BP3BLJ

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

Jul-31-2020 16:33:05 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry

(UTC-06:00) Central (4), Sample |D: BP3BLM

Time (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: 10951009
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.c Sample|D

Date L ocation User Value Reason

Jul-31-2020 16:34:15 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Jul-31-2020 16:34:15 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central (4), BP3BLJ

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

Jul-31-2020 16:33:05 | ACVOPFEINFP6000 | auto query Query 1: Opened Barcodeisnot 6

(UTC-06:00) Centra (autoquery) charactersin

Time (US & Canada) length. Please
review and correct
as appropriate.

Jul-31-2020 16:33:05 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), BP3BLKX

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

5d

Date L ocation User Value Reason

Jul-31-2020 16:35:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Sample |D: BPLJOV

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

5.d Sample D

Date L ocation User Value Reason

Jul-31-2020 16:35:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

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

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

5.e

Date L ocation User Value Reason

Jul-31-2020 16:35:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Sample |D: BPLJOW

Time (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: 10951009

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.e Sample|D
Date L ocation User Value Reason
Jul-31-2020 16:35:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), BPLJOW
Time (US & Canada) (b) (6)

Page 317 of 460

*** Confidential***

FDA-CBER-2021-5683-1020846




196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

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

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

Subject No: 10951009
Generated By: (b) (4)

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

Back to Form

1. Data Origin
Date L ocation User Value Reason
Jul-31-2020 12:24:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | SITE

2. Sample Type
Date L ocation User Value Reason
Jul-31-2020 12:24:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | NASAL_SWAB

3. Sample Collected?

Date L ocation User Value Reason

Jul-31-2020 16:37:21 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Jul-31-2020 12:24:55 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample

(UTC-06:00) Central (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are

entered. Please
review and correct

as appropriate.
Jul-31-2020 12:24:55 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6) Date of Collection:
Jul/31/2020
5a
Date L ocation User Value Reason
11-31-202016:37:21 | ACVOPFEINFPe000 | () (4): (B) (6) | pata Entry: Initial Entry
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

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

Subject No: 10951009

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

(UTC-06:00) Central (b) (4), Sample |D: BP3B72
Time (US & Canada) (b) (6)
5.aSample D
Date L ocation User Value Reason
Jul-31-2020 16:37:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), BP3B72
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1_ L
Form Version: 22-Apr-2020 21:04

SiteNo: 1095
Subject No: 10951009
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

Jul-31-2020 12:25:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4, NO

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

2. Treatment Name

Date L ocation User Value Reason

Jul-31-2020 12:25:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | BLINDED THERAPY

Time (US & Canada)

3. Formulation:

Date L ocation User Value Reason

Jul-31-2020 12:25:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

4. Dose Date Time:

Date L ocation User Value Reason

Jul-31-2020 12:25:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Jul/31/2020 10:11

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

5. Anatomical Location:

Date L ocation User Value Reason

Jul-31-2020 12:25:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date L ocation User Value Reason
Page 320 of 460

*** Confidential***

FDA-CBER-2021-5683-1020849




196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: VACCINATION - eCRF Audit Trail History

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

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

Subject No: 10951009 Subject Initials; ---

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

Jul-31-2020 12:25:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), LEFT

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

7. Route:

Date L ocation User Value Reason
Jul-31-2020 12:25:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Jul-31-2020 12:25:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | THE PROTOCOL SPECIFIED O

Time (US & Canada) BSERVATION PERIOD

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

Date L ocation User Value Reason
Jul-31-2020 12:25:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), YES
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: REACTOGENICITY DIARY - eCRF Audit Trail History
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

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

Subject No: 10951009 Subject Initials: ---

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

Back to Form

1. Select appropriate response - Reactogenicity diary collection

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Date Location User Value Reason
Jul-31-2020 12:25:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), YES- REACTOGENICITY E
Time (US & Canada) (b) (6) -DIARY COLLECTED FOR
THIS SUBJECT
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Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:02
SiteNo: 1095

Subject No: 10951009

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-21-2020 17:19:54 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Aug/21/2020
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1095
Subject No: 10951009
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

Back to Form

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

Date L ocation User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
2a
Date L ocation User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
Time (US & Canada) (b) (6) VE
R

Werefever or systemics N

ymptoms present on the O

last day the Subject Diar

y was completed?:
2.a Symptom:
Date L ocation User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), FEVER
Time (US & Canada) (b) (6)
2.a Werefever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NO
Time (US & Canada) (b) (6)
2b
Date L ocation User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFPE000 |(B) (4): (B) (6) | pata Entry: Initial Entry

Page 324 of 460

*** Confidential***
FDA-CBER-2021-5683-1020853




196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Form Version: 30-Jul-2020 21:30

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

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

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

Symptom:: FA
TI
GU
E

Werefever or systemic NO
symptoms present on th
elast day the Subject Di

ary was completed?:

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

2.b Symptom:
Date L ocation User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, FATIGUE
Time (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-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
2c
Date Location User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ) Symptom:: HE
Time (US & Canada) (b) (6) AD

AC

HE
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

SiteNo: 1095
Subject No: 10951009
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.c Symptom:
Date L ocation User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), HEADACHE
Time (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-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
2d
Date L ocation User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptom:: CH
Time (US & Canada) (b) (6) IL
LS

Werefever or systemics N

ymptoms present on the O

last day the Subject Dia

ry was completed?:
2.d Symptom:
Date L ocation User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), CHILLS
Time (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-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V2 VAX2 L

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Form Version: 30-Jul-2020 21:30

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

*** Confidential***

FDA-CBER-2021-5683-1020856

2e
Date L ocation User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
Time (US & Canada) (b) (6) MIT
ING
Werefever or systemic NO
symptoms present on t
he last day the Subject
Diary was completed?:
2.e Symptom:
Date L ocation User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), VOMITING
Time (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-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NO
Time (US & Canada) (b) (6)
2.f
Date L ocation User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Symptom:: DIA
Time (US & Canada) (b) (6) RR
HE
A
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

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

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

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

Form Status: Data Complete, Locked, Frozen, Verified

2.f Symptom:
Date L ocation User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), DIARRHEA
Time (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-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
29
Date L ocation User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptom:: NEW O
Time (US & Canada) (b) (6) R WORS

ENED M

USCLE

PAIN

Werefever or syt NO

emic symptoms pr
esent on thelast d

ay the Subject Dia
ry was completed?
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Header Text: c4591001

Visit: V2 VAX2 L Form: VACCINATION SYMPTOMSDIARY - 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: 10951009 Subject Initials: ---

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

2.9 Symptom:

Date L ocation User Value Reason

Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry

(UTC-06:00) Central (@), NEW OR WORSENED MUS

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

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

Date L ocation User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
2.h
Date L ocation User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptom:: NEW O
Time (US & Canada) (b) (6) R WOR

SENED

JOINT P

AIN

Werefever or syste NO
mic symptoms pres

ent on thelast day

the Subject Diary

was completed?:
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

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

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

Form Status: Data Complete, Locked, Frozen, Verified

2.h Symptom:
Date L ocation User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central 4), NEW OR WORSENED JOIN
Time (US & Canada) (b) (6) T PAIN
2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
3. Injection Site Location:
Date L ocation User Value Reason
Aug-24-2020 18:42:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | DELTOID MUSCLE
Time (US & Canada)
4. Injection Site Body Side:
Date L ocation User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), LEFT
Time (US & Canada) (b) (6)
5a
Date L ocation User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Injection Site Reaction: RE
Time (US & Canada) (b) (6) : DN
ES
S

Wereinjection sitereac NO

tions present on the last

day the Subject Diary

was completed?:
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Header Text: c4591001

Visit: V2 VAX2 L Form: VACCINATION SYMPTOMSDIARY - 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: 10951009 Subject Initials: ---

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

5.alnjection Site Reaction:

Date L ocation User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, REDNESS

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

5.a Were injection site reactions present on the last day the Subject Diary was compl eted?

Date L ocation User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
5b
Date L ocation User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, I njection Site Reaction SW
Time (US & Canada) (b) (6) : ELL

ING

Wereinjection siterea NO
ctionspresent on thela

st day the Subject Diar

y was completed?:

5.b Injection Site Reaction:

Date L ocation User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), SWELLING

Time (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-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 30-Jul-2020 21:30

SiteNo: 1095
Subject No: 10951009
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

5.c
Date L ocation User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Injection Site Reacti PAIN
Time (US & Canada) (b) (6) on:: AT INJ
ECTIO
N SIT
E
Wereinjection siter NO
eactions present on t
helast day the Subj
ect Diary was compl
eted?:
5.c Injection Site Reaction:
Date L ocation User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), PAIN AT INJECTION SITE
Time (US & Canada) (b) (6)
5.c Wereinjection site reactions present on the last day the Subject Diary was compl eted?
Date L ocation User Value Reason
Aug-24-2020 18:42:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO

Time (US & Canada)

(b) (6)
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Visit: V2_VAX2_L

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Header Text: c4591001

Form Version: 21-Aug-2020 02:51

Form: VITAL SIGNS- TEMP - 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

*** Confidential***

FDA-CBER-2021-5683-1020862

1. Date:
Date L ocation User Value Reason
Aug-24-2020 18:43:04 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Aug/21/2020
Time (US & Canada) (b) (6)
2a
Date L ocation User Value Reason
Aug-24-2020 18:43:04 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Record Identifie 1
Time (US & Canada) (b) (6) re:

Temperature:  98.6

TemperatureUn F

it:

TemperatureLo ORAL CA

cation:: VITY
2.a Record I dentifier:
Date L ocation User Value Reason
Aug-24-2020 18:43:04 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 1
Time (US & Canada) (b) (6)
2.a Temperature:
Date L ocation User Value Reason
Aug-24-2020 18:43:04 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 98.6
Time (US & Canada) (b) (6)
2.aUnit:
Date L ocation User Value Reason
Aug-24-2020 18:43:04 | AcvoPFEINFPE000 |(B) (4), (0) (6) | pata Entry: Initial Entry
(UTC-06:00) Central F
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Header Text: c4591001

Visit: V2_VAX2_L

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

Subject No: 10951009

Generated By: (b) (4)

Form: VITAL SIGNS- TEMP - 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

Time (US & Canada)

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

2.a Temperature Location:

Date L ocation User Value Reason
Aug-24-2020 18:43:04 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), ORAL CAVITY
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:27
Site No: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - 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. Lab Pandl:

Date L ocation User Value Reason

Aug-24-2020 18:43:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Applicable

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

2. Lab Sub-Panedl:

Date Location User Value Reason

Aug-24-2020 18:43:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4, Not Applicable

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

3. Collection Date:

Date L ocation User Value Reason

Aug-24-2020 18:43:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4), Not Applicable

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

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason

Aug-24-2020 18:43:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Applicable

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

5. Specimen Type:

Date L ocation User Value Reason

Aug-24-2020 18:43:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Applicable

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

6.a

Date L ocation User Value Reason
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:27

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST - 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-24-2020 18:43:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sponsor-Defined  Not Appli
Time (US & Canada) (b) (6) | dentifier: cable
Test:: Not Appli
cable
Result:: Not Appli
cable
Not Done:: Not Appli
cable
6.a Sponsor |1D:
Date L ocation User Value Reason
Aug-24-2020 18:43:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
6.a Test:
Date L ocation User Value Reason
Aug-24-2020 18:43:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (b) (6)
6.a Result:
Date L ocation User Value Reason
Aug-24-2020 18:43:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
6.a Not Done;
Date Location User Value Reason
Aug-24-2020 18:43:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:03

Site No: 1095
Subject No: 10951009
Generated By: (b) (4)

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

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

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

Form Status: Data Complete, Locked, Frozen, Verified

Back to Form

1. Data Origin
Date L ocation User Value Reason
Aug-21-2020 17:37:46 ACVOPFEINFP6000 |autocealc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date Location User Value Reason
Aug-21-2020 17:37:46 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | NASAL_SWAB
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Aug-21-2020 17:37:55 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Aug-21-2020 17:37:46 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample
(UTC-06:00) Central (autoquery) Collected? is Yes,
Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.
Aug-21-2020 17:37:46 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6) Date of Collection:
Aug/21/2020
5.a
Date L ocation User Value Reason
Aug-21-2020 17:37:55 | AcvOPFEINFPs000 |(P) (4), (0) (6) | pata Entry: Initial Entry

*** Confidential***
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Header Text: c4591001
Visit: V2 VAX2 L

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

Subject No: 10951009

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

(UTC-06:00) Central (b) (4), Sample | D: BP3BC2
Time (US & Canada) (b) (6)
5.aSample D
Date L ocation User Value Reason
Aug-21-2020 17:37:55 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), BP3BC2
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

SiteNo: 1095
Subject No: 10951009
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-24-2020 18:44:20 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4, NO

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

2. Treatment Name

Date L ocation User Value Reason

Aug-24-2020 18:44:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | BLINDED THERAPY

Time (US & Canada)

3. Formulation:

Date L ocation User Value Reason

Aug-24-2020 18:44:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

4. Dose Date Time:

Date L ocation User Value Reason

Aug-24-2020 18:44:20 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Aug/21/2020 11:42

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

5. Anatomical Location:

Date L ocation User Value Reason

Aug-24-2020 18:44:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date L ocation User Value Reason
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1095
Subject No: 10951009
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

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

Form Status: Data Complete, Locked, Frozen, Verified

Aug-24-2020 18:44:20 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), LEFT

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

7. Route;

Date L ocation User Value Reason
Aug-24-2020 18:44:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Aug-24-2020 18:44.20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | THE PROTOCOL SPECIFIED O

Time (US & Canada) BSERVATION 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-24-2020 18:44:20 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:02
SiteNo: 1095

Subject No: 10951009

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

*** Confidential***

1. Date of Visit
Date L ocation User Value Reason
Sep-22-2020 09:13:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sep/22/2020
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: 10951009
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

Back to Form

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

Date L ocation User Value Reason
Sep-22-2020 09:14:40 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
2a
Date Location User Value Reason
Sep-22-2020 09:14:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptom:: FE
Time (US & Canada) (b) (6) VE
R

Werefever or systemicsy N

mptoms present on thelas O

t day the Subject Diary w

as completed?:
2.a Symptom:
Date L ocation User Value Reason
Sep-22-2020 09:14:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), FEVER
Time (US & Canada) (b) (6)
2.a Were fever or systemic symptoms present on the last day the Subject Diary was compl eted?
Date L ocation User Value Reason
Sep-22-2020 09:14:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
2b
Date L ocation User Value Reason
Sep-22-2020 09:14:40 | ACVOPFEINFP6000 ggg (4). () | pataEntry: Initial Entry
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Header Text: c4591001
Visit: V3 MONTH1_POSTVAX2 L

Form Version: 30-Jul-2020 21:30

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

RESOLVED DATES - eCRF Audit Trail History

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

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

Form Status: Data Complete, Locked, Frozen, Verified

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

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

Symptom:: FA
TI
GU
E

Werefever or systemic sy NO
mptoms present on thela

st day the Subject Diary

was completed?:

2.b Symptom:
Date L ocation User Value Reason
Sep-22-2020 09:14:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), FATIGUE
Time (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-22-2020 09:14:40 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (b) (6)
2c
Date L ocation User Value Reason
Sep-22-2020 09:14:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Symptom:: HE
Time (US & Canada) (b) (6) AD
AC
HE

Werefever or systemics NO

ymptoms present on the

last day the Subject Diar

y 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: 10951009

Generated By: (b) (4)

RESOLVED DATES - eCRF Audit Trail History

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

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

Form Status: Data Complete, Locked, Frozen, Verified

2.c Symptom:
Date L ocation User Value Reason
Sep-22-2020 09:14:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), HEADACHE
Time (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
Sep-22-2020 09:14:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
2d
Date L ocation User Value Reason
Sep-22-2020 09:14:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptom:: CH
Time (US & Canada) (b) (6) IL
LS

Werefever or systemicsy NO

mptoms present on thela

st day the Subject Diary

was completed?:
2.d Symptom:
Date L ocation User Value Reason
Sep-22-2020 09:14:40 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), CHILLS
Time (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
Sep-22-2020 09:14:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
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Site No: 1095

Header Text: c4591001
Visit: V3 MONTH1_POSTVAX2 L

Subject No: 10951009
Generated By: (b) (4)

Form Version: 30-Jul-2020 21:30

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 systemics NO
ymptoms present on the

last day the Subject Diar

y was completed?:

2e
Date L ocation User Value Reason
Sep-22-2020 09:14:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
Time (US & Canada) (b) (6) MIT
ING
Werefever or systemics NO
ymptoms present on the
last day the Subject Diar
y was completed?:
2.e Symptom:
Date L ocation User Value Reason
Sep-22-2020 09:14:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), VOMITING
Time (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
Sep-22-2020 09:14:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
2.f
Date L ocation User Value Reason
Sep-22-2020 09:14:40 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptom:: DIA
Time (US & Canada) (b) (6) RR
HE
A

*** Confidential***
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Header Text: c4591001

Visit: V3_ MONTH1 _POSTVAX2 L Form: VACCINATION SYMPTOMSDIARY - 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: 10951009 Subject Initials: ---

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

2.f Symptom:

Date L ocation User Value Reason

Sep-22-2020 09:14:40 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

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

Time (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
Sep-22-2020 09:14:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
29
Date L ocation User Value Reason
Sep-22-2020 09:14:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Symptom:: NEW OR
Time (US & Canada) (b) (6) WORSE

NED MU

SCLE PA

IN

Werefever or syste NO
mic symptoms pres

ent on thelast day t

he Subject Diary w

as completed?:

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)
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Header Text: c4591001

Visit: V3_ MONTH1 _POSTVAX2 L Form: VACCINATION SYMPTOMSDIARY - 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: 10951009 Subject Initials: ---

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

2.9 Symptom:

Date L ocation User Value Reason

Sep-22-2020 09:14:40 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central (4), NEW OR WORSENED MUSC

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

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

Date Location User Value Reason
Sep-22-2020 09:14:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
2.h
Date Location User Value Reason
Sep-22-2020 09:14:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Symptom:: NEW O
Time (US & Canada) (b) (6) R WORS

ENED J

OINT PA

IN

Werefever or syste NO
mic symptoms prese

nt on thelast day th

e 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: 10951009
Generated By: (b) (4)

RESOLVED DATES - eCRF Audit Trail History

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

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

Form Status: Data Complete, Locked, Frozen, Verified

2.h Symptom:
Date L ocation User Value Reason
Sep-22-2020 09:14:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NEW OR WORSENED JOINT
Time (US & Canada) (b) (6) PAIN
2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-22-2020 09:14:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
3. Injection Site Location:
Date L ocation User Value Reason
Sep-22-2020 09:14:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | DELTOID MUSCLE
Time (US & Canada)
4. Injection Site Body Side:
Date L ocation User Value Reason
Sep-22-2020 09:14:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), LEFT
Time (US & Canada) (b) (6)
5a
Date L ocation User Value Reason
Sep-22-2020 09:14:40 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Injection Site Reaction:: RE
Time (US & Canada) (b) (6) DN
ESS

Wereinjection sitereacti NO

ons present on thelast da

y the Subject Diary was

completed?:
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Header Text: c4591001
Visit: V3 MONTH1_POSTVAX2 L

Form Version: 30-Jul-2020 21:30
SiteNo: 1095

Subject No: 10951009
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

5.alnjection Site Reaction:

*** Confidential***

FDA-CBER-2021-5683-1020878

Date L ocation User Value Reason
Sep-22-2020 09:14:40 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (4), REDNESS
Time (US & Canada) (b) (6)
5.a Were injection site reactions present on the last day the Subject Diary was compl eted?
Date L ocation User Value Reason
Sep-22-2020 09:14:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
5b
Date L ocation User Value Reason
Sep-22-2020 09:14:40 | ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central 4, Injection Site Reaction:: SW
Time (US & Canada) (b) (6)

Wereinjection sitereact NO

ions present on the last

day the Subject Diary w

as completed?:
5.b Injection Site Reaction:
Date L ocation User Value Reason
Sep-22-2020 09:14:40 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), SWELLING
Time (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-22-2020 09:14:40 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)

Page 349 of 460




196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L

Form Version: 30-Jul-2020 21:30

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

RESOLVED DATES - eCRF Audit Trail History

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

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

Form Status: Data Complete, Locked, Frozen, Verified

5.c
Date L ocation User Value Reason
Sep-22-2020 09:14:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Injection Site Reactio PAIN A
Time (US & Canada) (b) (6) n: T INJE
CTION
SITE

Wereinjection sitere NO

actions present on the

last day the Subject

Diary was completed

e
5.c Injection Site Reaction:
Date L ocation User Value Reason
Sep-22-2020 09:14:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), PAIN AT INJECTION SITE
Time (US & Canada) (b) (6)
5.c Were injection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-22-2020 09:14:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (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: 10951009

Generated By: (b) (4)

- eCRF Audit Trail History

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

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status: Data Complete, Locked, Frozen, Verified

Back to Form

1. Data Origin
Date L ocation User Value Reason
Sep-22-2020 09:14:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date Location User Value Reason
Sep-22-2020 09:14:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Sep-22-2020 13:36:13 | ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Sep-22-2020 09:14:54 | 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-22-2020 09:14:54 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6) Date of Collection:
Sep/22/2020
5.a
Date L ocation User Value Reason
Sep-22-2020 13:36:13 | ACVOPFEINFP6000 (b) (4). (0) (6) Data Entry: Initial Entry
(UTC-06:00) Central Sample|D: BPY2CC
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L

Form Version: 22-Apr-2020 21:03

Site No: 1095

Subject No: 10951009

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

Time (US & Canada)

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

5.aSample|D

Date L ocation User Value Reason

Sep-22-2020 13:36:13 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), BPY2CC

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

5b

Date Location User Value Reason

Sep-22-2020 13:36:23 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4), Sample|D: BPY2CD

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

5.b Sample D

Date L ocation User Value Reason

Sep-22-2020 13:36:23 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), BPY2CD

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

5.c

Date L ocation User Value Reason

Sep-22-2020 13:36:34 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Sample |D: BPY2CF

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

5.c Sample D

Date Location User Value Reason

Sep-22-2020 13:36:34 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4), BPY 2CF

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

5.d

Date L ocation User Value Reason
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Header Text: c4591001
Visit: V3_ MONTH1 _POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Sep-22-2020 13:37:03 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), SampleID: BPCT75
Time (US & Canada) (b) (6)
5.d Sample D
Date L ocation User Value Reason
Sep-22-2020 13:37:03 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), BPCT75
Time (US & Canada) (b) (6)
5.e
Date L ocation User Value Reason
Sep-22-2020 13:37:11 | ACVOPFEINFPGE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central @), Sample ID: BPCT76
Time (US & Canada) (b) (6)
5.eSample D
Date L ocation User Value Reason
Sep-22-2020 13:37:11 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), BPCT76
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail

on Nov/09/2020

Form Version: 22-Apr-2020 21.03

Site No: 1095
Subject No: 10951009
Generated By: (b) (4)

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 Visit

Date L ocation User Value Reason

Nov-10-2020 09:36:41 | ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Nov-10-2020 09:31:39 | ACVOPFEINFP6000 |auto query | Query 2: Deleted Close Auto Query

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Nov-10-2020 09:30:53 | ACVOPFEINFPE000 |autoquery | Query 2: Candidate Date of Visitis

(UTC-06:00) Central (autoquery) completed but Date

Time (US & Canada) of Assessment in
the Signs and
Symptoms formiis
missing. Please
review and update
as appropriate.

Nov-10-2020 09:30:53 | ACVOPFEINFPGE000 |autoquery | Query 1: Candidate Date of Visit is

(UTC-06:00) Centra (autoquery) completed but Date

Time (US & Canada) of Collectionin
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Nov-10-2020 09:30:53 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4, Nov/9/2020

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

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason

Nov-10-2020 09:30:53 ACVOPFEINFP6000 |autocealc |DataEntry: Initial Entry

(UTC-06:00) Centra (autocalc) | COVID_A

Time (US & Canada)
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Header Text: c4591001

on Nov/09/2020

Site No: 1095
Subject No: 10951009
Generated By: (b) (4)

Form Version: 10-Oct-2020 16:02

eCRF Audit Trail History
Form Status: Data Complete, Frozen, Not Complete
Site Name: (1095) Tekton Research
Subject Initials: ---

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

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

Back to Form

1. Date of Assessment:

*** Confidential***

Date L ocation User Value Reason
Nov-10-2020 09:31:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Nov/9/2020
Time (US & Canada) e
2. Date of First Symptom Started:
Date L ocation User Value Reason
Nov-10-2020 09:31:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Nov/1/2020
Time (US & Canada) (b) (6)
3. Symptoms Ongoing?
Date Location User Value Reason
Feb-23-2021 03:04:13 | ACVOPFEINFPG000 |(b) Query 2: Closed Closed per data
(UTC-06:00) Central g}‘; - updated by site.
Time (US & Canada)
Feb-22-2021 18:16:45 | ACVOPFEINFP6000 | auto query Query 2: Answered New Information
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Feb-22-2021 18:16:45 | ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6) Date of Last Symptom Reso
Ived:
Dec/10/2020
Feb-15-2021 07:41:12 | ACVOPFEINFP6000 |(b) (4), Query 2: Opened Please confirm the
(UTC-06:00) Central (b) (6) symptoms are still
Time (US & Canada) ongoing for this
COVID lliness. If
al symptoms for
thisillness are
resolved; please
update the Last
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

on Nov/09/2020

Form Version: 10-Oct-2020 16:02

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Not Complete
Site Name: (1095) Tekton Research
Subject Initials: ---

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

Symptoms
Resolved Date else
clarify.

Dec-11-2020 09:00:36 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

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

Time (US & Canada)

Dec-11-2020 08:30:51 | ACVOPFEINFP6000 |(b) Query 1: Answered Symptoms remain

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

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

Dec-11-2020 08:12:24 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened CLINQUERY:

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

Time (US & Canada) whether the
reported symptoms
are still ongoing? If
symptoms have
ended, please
update * Symptoms
Ongoing’ on to
‘NO’ and add Date
of Last Symptom
Resolved on the
CRF.

Nov-10-2020 09:31:39 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

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

Time (US & Canada)

4.a

Date L ocation User Value Reason

Nov-10-2020 09:31:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central EE'; o Symptoms: FEVER

Time (US & Canada) Symptom Present: NO

4.a Symptoms:

Date L ocation User Value Reason

Nov-10-2020 09:31:39 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

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

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

on Nov/09/2020

Form Version: 10-Oct-2020 16:02

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

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

Form Status. Data Complete, Frozen, Not Complete

4.a Was symptom present?
Date L ocation User Value Reason
Nov-10-2020 09:31:39 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central 4, NO
Time (US & Canada) () (6)
4.b
Date Location User Value Reason
Nov-10-2020 09:31:39 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (), Symptoms NEW OR INCRE
Time (US & Canada) (b) (6 : ASED COUGH

Symptom NO

Present:
4.b Symptoms:
Date L ocation User Value Reason
Nov-10-2020 09:31:39 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NEW OR INCREASED COUG
Time (US & Canada) (b) (6 H
4.b Was symptom present?
Date L ocation User Value Reason
Nov-10-2020 09:31:39 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) () 6
4.c
Date Location User Value Reason
Nov-10-2020 09:31:39 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (), Sympto NEW OR INCREAS
Time (US & Canada) (b) (6) ms  ED SHORTNESSOF

BREATH

Sympto NO

m Prese

nt:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

on Nov/09/2020

Form Version: 10-Oct-2020 16:02

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

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

Subject Initials: ---

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

4.c Symptoms:

Date L ocation User Value Reason

Nov-10-2020 09:31:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central @), NEW OR INCREASED SHOR

Time (US & Canada) (b) (6) TNESS OF BREATH

4.c Was symptom present?

Date L ocation User Value Reason

Nov-10-2020 09:31:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

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

Time (US & Canada) (0) (6)

4d

Date L ocation User Value Reason

Nov-10-2020 09:31:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central §§§’(s) Symptoms: CHILLS

Time (US & Canada) Symptom Present: NO

4.d Symptoms:

Date L ocation User Value Reason

Nov-10-2020 09:31:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

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

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

4.d Was symptom present?

Date L ocation User Value Reason

Nov-10-2020 09:31:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

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

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

4e

Date Location User Value Reason

Nov-10-2020 09:31:39 | ACVOPFEINFPS000 Egg @, ®) | pataEntry: Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
on Nov/09/2020 eCRF Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status. Data Complete, Frozen, Not Complete
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
b) (4), (b
(UTC-06:00) Central 263 4). (®) Symptom NEW OR INCREA
Time (US & Canada) s SED MUSCLE PAI
N

Symptom NO

Present:
4.e Symptoms:
Date L ocation User Value Reason
Nov-10-2020 09:31:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NEW OR INCREASED MUSC
Time (US & Canada) (b) (6) LE PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Nov-10-2020 09:31:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), NO
Time (US & Canada) (®) (6)
4.f
Date L ocation User Value Reason
Nov-10-2020 09:31:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ), Symptom NEW LOSS OF TA
Time (US & Canada) () (6) s STE OR SMELL

Symptom NO

Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

on Nov/09/2020

Form Version: 10-Oct-2020 16:02

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

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

Form Status. Data Complete, Frozen, Not Complete

4.f Symptoms:
Date L ocation User Value Reason
Nov-10-2020 09:31:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), NEW LOSSOF TASTEOR S
Time (US & Canada) (b) (6) MELL
4.f Was symptom present?
Date L ocation User Value Reason
Nov-10-2020 09:31:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (0) (6)
4.9
Date L ocation User Value Reason
Nov-10-2020 09:31:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @, Symptom NEW OR INCREA
Time (US & Canada) 7 s SED SORE THROA
T
Symptom YES
Present:
4.g Symptoms:
Date L ocation User Value Reason
Nov-10-2020 09:31:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (COF NEW OR INCREASED SORE
Time (US & Canada) (b) (6) THROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Nov-10-2020 09:31:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), YES
Time (US & Canada) (b) (6)
4.h
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on Nov/09/2020

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -

Form Version: 10-Oct-2020 16:02

eCRF Audit Trail History

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

Form Status. Data Complete, Frozen, Not Complete

Date L ocation User Value Reason
Nov-10-2020 09:31:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ), Symptoms: DIARRHE
Time (US & Canada) (b) (6) A

Symptom Presen NO

t:
4.h Symptoms:
Date L ocation User Value Reason
Nov-10-2020 09:31:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), DIARRHEA
Time (US & Canada) (0) (6)
4.h Was symptom present?
Date L ocation User Value Reason
Nov-10-2020 09:31:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
4.i
Date L ocation User Value Reason
Nov-10-2020 09:31:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ), Symptoms: VOMITIN
Time (US & Canada) (b) (6) G

Symptom Present NO

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

on Nov/09/2020

Form Version: 10-Oct-2020 16:02

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

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

Form Status. Data Complete, Frozen, Not Complete

4.i Symptoms:

Date L ocation User Value Reason
Nov-10-2020 09:31:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), VOMITING

Time (US & Canada) () (6)

4.i Was symptom present?

Date L ocation User Value Reason
Nov-10-2020 09:31:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO

Time (US & Canada) (0) (6)

5.a

Date L ocation User Value Reason
Nov-10-2020 09:31:56 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @, Symptoms - Other: Fatigue

Time (US & Canada) (0) (6)

5.a Symptoms - Other Text:

Date L ocation User Value Reason
Nov-10-2020 09:31:56 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4) Fatigue

Time (US & Canada)

(b) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Audit Trail

on Nov/09/2020
Form Version: 06-Jul-2020 21:54 Form Status:
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Back to Form
Date Location User Value Reason
Nov-10-2020 09:36:07 | ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Central (4),
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

on Nov/09/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

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

Form Status. Data Complete, Frozen, Not Complete

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason

Nov-10-2020 09:36:07 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Nov/5/2020

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

2. Specimen Type:

Date L ocation User Value Reason

Nov-10-2020 09:36:07 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

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

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

3. Specimen Collection Location:

Date L ocation User Value Reason

Nov-10-2020 09:36:07 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

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

Time (US & Canada) () (6)

4. Assay Code and Description:

Date L ocation User Value Reason

Nov-10-2020 09:36:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | SEVERE ACUTE RESP SYND

Time (US & Canada) ROME CORONAVIRUS 2

5. Device Type:

Date L ocation User Value Reason

Nov-10-2020 09:36:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | SARS-COV-2 DIAGNOSTIC TE

Time (US & Canada) ST

6. Trade Name:

Date L ocation User Value Reason
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Header Text: c4591001

on Nov/09/2020

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:54

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Not Complete

*** Confidential***

Nov-10-2020 09:36:07 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

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

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

7. Test Result:

Date L ocation User Value Reason

Nov-10-2020 09:36:07 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central @), INDETERMINATE

Time (US & Canada) (0) (6)

8. Comments/Findings/Details:

Date L ocation User Value Reason

Nov-13-2020 01:22:31 | ACVOPFEINFPE000 |(b) Query 1: Closed Response sdtisfies

(UTC-06:00) Central Eﬁ;’ query

Time (US & Canada) (6)

Nov-12-2020 15:12:50 | ACVOPFEINFP6000 | auto query Query 1: Answered New Information

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-12-2020 15:12:50 | ACVOPFEINFP6000 |(b) Data Entry: New Information

(UTC-06:00) Central (4), Per Pt, results negative DAO 1

Time (US & Canada) (b) (6) 2NOV 2020

Nov-11-2020 16:18:16 | ACVOPFEINFPE000 |(b) (4), Query 2: Closed Error

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

Time (US & Canada)

Nov-11-2020 16:17:27 | ACVOPFEINFPE000 |(b) (4), Query 2: Opened Please also add

(UTC-06:00) Central (b) (6) 'results pending'.

Time (US & Canada) You may change
once you get the
result, thanks

Nov-11-2020 02:35:42 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened DM: Please review

(UTC-06:00) Central (b) (6) and consider to

Time (US & Canada) update the
response "results
pending” in
Commentsfield.
Thank you.

Page 365 of 460

FDA-CBER-2021-5683-1020894




196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

on Nov/09/2020

Form Version: 06-Jul-2020 21:54 Form Status. Data Complete, Frozen, Not Complete

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

Subject No: 10951009 Subject Initials: ---

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

Nov-10-2020 09:36:07 | ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6) results pending

Time (US & Canada)

9. Trade Name Other, Specify:

Date L ocation User Value |[Reason
Nov-11-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Response
12:20:36 1: Clos | satisfies query
(UTC-06:00) ed
Centra Time
(Us&
Canada)
Nov-11-2020 | ACVOPFEINFP6000 auto query Query | Transcription
08:08:26 (autoquery) 1: Ans | Error
(UTC-06:00) wered
Centra Time
(Us&
Canada)
Nov-11-2020 | ACVOPFEINFP6000 (b) (4), (b) Data E | Transcription
08:08:26 (6) ntry: Error
(UTC-06:00) NALT
Central Time unknow
(Us& n
Canada)
Nov-11-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query [Asper CRF
05:27:05 (b) 4 1: Open [ CR, If trade
(UTC-06:00) ed nameis not
Central Time known. Please
(Us& update "NALT
Canada) Unknown" in
the specified
field, Thank
you.
(b) (4)
Nov-10-2020 | ACVOPFEINFP6000 (b) (4), (b) DataE |Initia Entry
09:36:07 (6) ntry:
(UTC-06:00) NAAT
Central Time Unkno
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History
on Nov/09/2020

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Not Complete

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

Subject No: 10951009 Subject Initials: ---

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

(Us& ‘ wn ‘

Canada)
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Header Text: c4591001

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

on Nov/09/2020

Form Version: 22-Apr-2020 21:03

Site No: 1095
Subject No: 10951009
Generated By: (b) (4)

- 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. Data Origin

Date L ocation User Value Reason

Nov-10-2020 09:36:41 ACVOPFEINFP6000 |autocealc |DataEntry: Initial Entry

(UTC-06:00) Centra (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Nov-10-2020 09:36:41 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Nov-11-2020 10:53:43 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-11-2020 10:04:14 | ACVOPFEINFP6000 |(b) Query 1: Opened DM: 'Sample

(UTC-06:00) Central (4), Collected? is Yes,

Time (US & Canada) (b) (6) however no
barcodes are

entered. Please
review and correct

as appropriate.
Nov-10-2020 09:36:41 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample
(UTC-06:00) Central (autoquery) Collected? is Yes,
Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.
Nov-10-2020 09:36:41 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) YES
Time (US & Canada) Date of Collection:
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
on Nov/09/2020 - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39

‘ ‘ Nov/9/2020
5a
Date L ocation User Value Reason
Nov-11-2020 10:53:43 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (), Sample | D: RW80000
Time (US & Canada) (L))
5.aSample D
Date L ocation User Value Reason
Nov-11-2020 10:53:43 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), RW80000
Time (US & Canada) (0) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

on Nov/09/2020

Form Version: 22-Apr-2020 21:03

Site No: 1095
Subject No: 10951009
Generated By: (b) (4)

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. Data Origin

Date L ocation User Value Reason
Nov-10-2020 09:36:55 ACVOPFEINFP6000 |autocealc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Nov-10-2020 09:36:55 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | NASAL_SWAB

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Nov-10-2020 09:36:55 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO

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

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason
Nov-10-2020 09:36:55 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), home self swab collected
Time (US & Canada) (0) (6)
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Header Text: c4591001

on Nov/09/2020

Site No: 1095
Subject No: 10951009
Generated By: (b) (4)

Form Version: 10-Oct-2020 15:59

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

Subject Initials: ---

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Back to Form

*** Confidential***

FDA-CBER-2021-5683-1020900

la
Date L ocation User Value Reason
Nov-10-2020 09:37:23 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Type of Practitioner SPECIA
Time (US & Canada) () (6) : LIST

Occurrence of Visits NO

or Contacts:
1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-10-2020 09:37:23 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), SPECIALIST
Time (US & Canada) (b) (6)
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-10-2020 09:37:23 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) () (6)
1b
Date L ocation User Value Reason
Nov-10-2020 09:37:23 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ), Type of Practitio EMERGEN
Time (US & Canada) (b) (6) ner: CY ROOM

Occurrence of Vi NO

sitsor Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
on Nov/09/2020

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

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

Subject No: 10951009 Subject Initials: ---

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

1.b Physician or Healthcare Professional:

Date L ocation User Value Reason
Nov-10-2020 09:37:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), EMERGENCY ROOM

Time (US & Canada) () (6)

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason
Nov-10-2020 09:37:23 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
1lc
Date L ocation User Value Reason
Nov-10-2020 09:37:23 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (), Type of Practi PRIMARY CA
Time (US & Canada) (b) (6) tioner: RE PHYSICIA

N

Occurrenceof YES

Visitsor Cont  Number of M

acts: sitsor Contac
ts:

1

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
on Nov/09/2020

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

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

Subject No: 10951009 Subject Initials: ---

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

1.c Physician or Healthcare Professional:

Date Location User Value Reason
Nov-10-2020 09:37:23 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), PRIMARY CARE PHYSICIAN

Time (US & Canada) () (6)

1.c Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Nov-10-2020 09:37:23 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (0) (6) Number of Visits or Contacts:

1
1d
Date L ocation User Value Reason
Nov-10-2020 09:37:23 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ), Type of Practitione URGENT
Time (US & Canada) (b) (6) - CARE

Occurrenceof Vis NO
tsor Contacts:

1.d Physician or Healthcare Professional:

Date L ocation User Value Reason
Nov-10-2020 09:37:23 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), URGENT CARE

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

1.d Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Nov-10-2020 09:37:23 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), NO
Time (US & Canada) (0) (6)
le
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Nov/09/2020

Form Version: 10-Oct-2020 15:59

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

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

Subject Initials: ---

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

Date L ocation User Value Reason
Nov-10-2020 09:37:23 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (), Type of Practit TELEPHONE
Time (US & Canada) (b) (6) ioner CONSULTATI
ON

Occurrenceof NO

Visitsor Cont

acts:
1.e Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-10-2020 09:37:23 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (COF TELEPHONE CONSULTATIO
Time (US & Canada) (b) (6) N
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-10-2020 09:37:23 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
1f
Date L ocation User Value Reason
Nov-10-2020 09:37:23 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ), Type of Practitioner:  OTH
Time (US & Canada) (b) (6) ER

Occurrenceof Visitsor NO

Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Nov/09/2020

Form Version: 10-Oct-2020 15:59

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1095) Tekton Research

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

1.f Physician or Healthcare Professional:

Date L ocation User Value Reason
Nov-10-2020 09:37:23 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), OTHER

Time (US & Canada) () (6)

1.f Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Nov-10-2020 09:37:23 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO

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

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

Date L ocation User Value Reason
Nov-10-2020 09:37:23 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO

Time (US & Canada) (®) (6)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

on Nov/09/2020

Form Version: 06-Jul-2020 21:53

Site No: 1095
Subject No: 10951009
Generated By: (b) (4)

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

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

Back to Form

1. What is the treatment | dentifier?

Date L ocation User Value Reason

Nov-10-2020 09:37:32 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4), Not Applicable

Time (US & Canada) () (6)

2. Concomitant Non-drug Treatment Pre-specified:

Date Location User Value Reason

Nov-10-2020 09:37:32 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Applicable

Time (US & Canada) (0) (6)

3. Treatment:

Date L ocation User Value Reason

Nov-10-2020 09:37:32 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (COF Not Applicable

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

4. Treatment:

Date L ocation User Value Reason

Nov-10-2020 09:37:32 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central @), Not Applicable

Time (US & Canada) (0) (6)

5. Start Date:

Date L ocation User Value Reason

Nov-10-2020 09:37:32 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Applicable

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

6. Ongoing?

Date L ocation User Value Reason
Page 376 of 460
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - eCRF Audit Trail History
on Nov/09/2020

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

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

Subject No: 10951009 Subject Initials: ---

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

Nov-10-2020 09:37:32 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Not Applicable

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History

on Nov/09/2020

Form Version: 06-Jul-2020 21:52

Site No: 1095
Subject No: 10951009
Generated By: (b) (4)

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. Category of Clinical Event:

Date L ocation User Value Reason
Nov-10-2020 09:38:13 ACVOPFEINFP6000 |autocealc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | POTENTIAL COVID-19 ILLNE
Time (US & Canada) SS
2. Was a diagnosis obtained for Potential COVID-19 IlIness?
Date Location User Value Reason
Nov-10-2020 09:38:13 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6) Respiratory llIness Diagnosis:

viral upper respiratory Infecti

on

Date of Diagnosis.

Nov/10/2020
3. Toxicity Grade:
Date L ocation User Value Reason
Nov-10-2020 09:38:13 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 2
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

on Nov/09/2020

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951009 Subject Initials: ---

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

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Nov-10-2020 09:38:20 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable

Time (US & Canada) () (6)

2. Subcategory of Clinical Event:

Date L ocation User Value Reason
Nov-10-2020 09:38:20 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable

Time (US & Canada) (0) (6)

3. Was a diagnosis obtained?

Date L ocation User Value Reason
Nov-10-2020 09:38:20 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (COF Not Applicable

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

4. Toxicity Grade:

Date L ocation User Value Reason
Nov-10-2020 09:38:20 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Not Applicable
Time (US & Canada) (0) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

on Nov/09/2020
Form Version: 30-Jul-2020 21:27

Site No: 1095
Subject No: 10951009
Generated By: (b) (4)

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

Back to Form

1. Lab Panedl:

Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Not Done

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

2. Laboratory Name and Address

Date Location User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

Time (US & Canada) (0) (6)

3. Collection Date:

Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (COF Not Done

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

4. Specimen Type:

Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Not Done

Time (US & Canada) (0) (6)

5a

Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

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

4.
(b) (6)

Sponsor-Defined 1de
ntifier:
Test::

Not Do
ne

Not Do
ne
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Nov/09/2020 - eCRF Audit Trail History

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Form Version: 30-Jul-2020 21:27

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

Subject Initials: ---

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

*** Confidential***

FDA-CBER-2021-5683-1020910

Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
5.a Sponsor 1D:
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.a Test:
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Not Done
Time (US & Canada) (0) (6)
5.a Result:
Date Location User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.aNot Done:
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5aLNMT
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFPE000 |(B) (4), (B) | pata Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

on Nov/09/2020 - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Time (US&. Carc) @0
5b
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (), Sponsor-Defined Ide Not Do
Time (US & Canada) (b) (6) ntifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

on Nov/09/2020 - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951009 Subject Initials: ---

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Generated By: (b) (4)

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

*** Confidential***

5.b Sponsor ID:
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) () (6)
5.b Test:
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (COF Not Done
Time (US & Canada) (0) (6)
5.b Result:
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) (0) (6)
5.b Not Done:
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5bLNMT
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) (b) (6)
5.c
Date Location User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFPS000 Egg @, (®) | bata Entry: Initial Entry
(UTC-06:00) Central Sponsor-Defined Ide Not Do

Page 383 of 460

FDA-CBER-2021-5683-1020912




196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

on Nov/09/2020 - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Time (US & Canada) Eg; @), () ntifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Subject No: 10951009
Generated By: (b) (4)

on Nov/09/2020 - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

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

*** Confidential***

FDA-CBER-2021-5683-1020914

5.c Sponsor ID:
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) () (6)
5.c Test:
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (COF Not Done
Time (US & Canada) (0) (6)
5.c Result:
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) (0) (6)
5.c Not Done:
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5cLNMT
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) (b) (6)
5d
Date Location User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 Eg; (4). (b) Data Entry: Initial Entry
(UTC-06:00) Central Sponsor-Defined Ide Not Do
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

on Nov/09/2020 - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Time (US & Canada) Eg; (). (b) ntifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Subject No: 10951009
Generated By: (b) (4)

on Nov/09/2020 - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

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

*** Confidential***

FDA-CBER-2021-5683-1020916

5.d Sponsor ID:
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) () (6)
5.d Test:
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (COF Not Done
Time (US & Canada) (0) (6)
5.d Result:
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) (0) (6)
5.d Not Done:
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5dLNMT
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) (b) (6)
S5e
Date Location User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 (g) (@), ®) | pata Entry: Initial Entry
(UTC-06:00) Central ©) Sponsor -Defined Ide Not Do
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

on Nov/09/2020 - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Time (US & Canada) Eg; @), () ntifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Subject No: 10951009
Generated By: (b) (4)

on Nov/09/2020 - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

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

*** Confidential***

FDA-CBER-2021-5683-1020918

5.e Sponsor ID:
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) () (6)
5.e Test:
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (COF Not Done
Time (US & Canada) (0) (6)
5.e Result:
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) (0) (6)
5.eNot Done:
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5eLNMT
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) (b) (6)
5.f
Date Location User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 (b) (4). (0) Data Entry: Initial Entry

. (6) .
(UTC-06:00) Central Sponsor-Defined Ide Not Do

Page 389 of 460




196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

on Nov/09/2020 - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Time (US & Canada) Eg; ). (b) ntifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

on Nov/09/2020 - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951009 Subject Initials: ---

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Generated By: (b) (4)

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

*** Confidential***

5.f Sponsor 1D:
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) () (6)
5.f Test:
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (COF Not Done
Time (US & Canada) (0) (6)
5.f Result:
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) (0) (6)
5.f Not Done:
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5f LNMT
Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) (b) (6)
5.9
Date Location User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 (g) (4), ®) | pataEntry: Initial Entry
(UTC-06:00) Central ©) Sponsor -Defined Ide Not Do
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

on Nov/09/2020 - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Time (US & Canada) ggg ). (0) ntifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

on Nov/09/2020 - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951009 Subject Initials: ---

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Generated By: (b) (4)

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

5.g Sponsor 1D:

Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

Time (US & Canada) () (6)

5.9 Test:

Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (COF Not Done

Time (US & Canada) (0) (6)

5.9 Result:

Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done

Time (US & Canada) (0) (6)

5.9 Not Done:

Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

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

59 LNMT

Date L ocation User Value Reason
Nov-10-2020 09:38:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Not Done

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

*** Confidential***
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

on Nov/09/2020

Form Version: 30-Jul-2020 21:28

Site No: 1095
Subject No: 10951009
Generated By: (b) (4)

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

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

Back to Form

1. Lab Panedl:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Not Done
Time (US & Canada) (b) (6)
2. Laboratory Name and Address
Date Location User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (0) (6)
3. Collection Date:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (COF Not Done
Time (US & Canada) (b) (6)
4. Specimen Type:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Not Done
Time (US & Canada) (0) (6)
5a
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ), Sponsor-Defined Ide Not Do
Time (US & Canada) (b) (6) ntifier: ne
Test:: Not Do
ne
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -
on Nov/09/2020 eCRF Audit Trail History

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Form Version: 30-Jul-2020 21:28

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

Subject Initials: ---

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

*** Confidential***

FDA-CBER-2021-5683-1020924

Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
5.a Sponsor 1D:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.a Test:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Not Done
Time (US & Canada) (0) (6)
5.a Result:
Date Location User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.aNot Done:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) (b) (6)
5aLNMT
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 gg; (4). (0) Data Entry: Initial Entry
(UTC-06:00) Central Not Done
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Nov/09/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
. b) (4), (b
Time (US & Canada) 56;( ). (©)
5b
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ), Sponsor-Defined Ide Not Do
Time (US & Canada) (b) (6) ntifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Subject No: 10951009
Generated By: (b) (4)

on Nov/09/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

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

*** Confidential***

FDA-CBER-2021-5683-1020926

5.b Sponsor ID:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) () (6)
5.b Test:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (COF Not Done
Time (US & Canada) (0) (6)
5.b Result:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) (0) (6)
5.b Not Done:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5bLNMT
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) (b) (6)
5.c
Date Location User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 (2) (@), (®)  pataEntry: Initial Entry
(UTC-06:00) Central © Sponsor -Defined Ide Not Do
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Header Text: c4591001
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Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Time (US & Canada) ggi ). (b) ntifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
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Subject No: 10951009
Generated By: (b) (4)

on Nov/09/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

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

*** Confidential***

FDA-CBER-2021-5683-1020928

5.c Sponsor ID:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) () (6)
5.c Test:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (COF Not Done
Time (US & Canada) (0) (6)
5.c Result:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) (0) (6)
5.c Not Done:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5.CcLNMT
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) (b) (6)
5d
Date Location User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(B) (4), (B) | Data Entry: Initial Entry
(UTC-06:00) Central ©) Sponsor-Defined Ide Not Do
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Nov/09/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Time (US & Canada) Eg; ). (0) ntifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: c4591001
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Subject No: 10951009
Generated By: (b) (4)

on Nov/09/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

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

*** Confidential***

FDA-CBER-2021-5683-1020930

5.d Sponsor ID:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Not Done
Time (US & Canada) () (6)
5.d Test:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Not Done
Time (US & Canada) (b) (6
5.d Result:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) () 6
5.d Not Done:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Not Done
Time (US & Canada) (b) 6
5dLNMT
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) (b) (6
S5e
Date Location User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 ggg (4). () | pata Entry: Initial Entry
(UTC-06:00) Central Sponsor-Defined Ide Not Do
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Nov/09/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Time (US & Canada) (b) (‘é)' (b) ntifier: ne
©) Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Subject No: 10951009
Generated By: (b) (4)

on Nov/09/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

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

*** Confidential***

FDA-CBER-2021-5683-1020932

5.e Sponsor ID:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Not Done
Time (US & Canada) () (6)
5.e Test:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Not Done
Time (US & Canada) (b) (6
5.e Result:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) () 6
5.eNot Done:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Not Done
Time (US & Canada) (b) 6
5eLNMT
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) (b) (6
5.f
Date Location User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 Eg; (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central Sponsor-Defined Ide Not Do
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Nov/09/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Time (US & Canada) % ), () ntifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Subject No: 10951009
Generated By: (b) (4)

on Nov/09/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

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

*** Confidential***

FDA-CBER-2021-5683-1020934

5.f Sponsor 1D:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) () (6)
5.f Test:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (COF Not Done
Time (US & Canada) (0) (6)
5.f Result:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) (0) (6)
5.f Not Done:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5f LNMT
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) (b) (6)
5.9
Date Location User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP8000 | () (4). (B) | Data Entry: Initial Entry
(UTC-06:00) Central © Sponsor-Defined Ide Not Do
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Nov/09/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Time (US & Canada) Etﬁ)g @), () ntifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Subject No: 10951009
Generated By: (b) (4)

on Nov/09/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

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

*** Confidential***

FDA-CBER-2021-5683-1020936

5.g Sponsor 1D:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) () (6)
5.9 Test:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (COF Not Done
Time (US & Canada) (0) (6)
5.9 Result:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) (0) (6)
5.9 Not Done:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
59 LNMT
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) (b) (6)
5.h
Date Location User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP8000 | (B) (4), (B) | Data Entry: Initial Entry
(UTC-06:00) Central ©) Sponsor-Defined Ide Not Do
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Nov/09/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Time (US & Canada) gg; (4). (6) ntifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Subject No: 10951009
Generated By: (b) (4)

on Nov/09/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

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

*** Confidential***

FDA-CBER-2021-5683-1020938

5.h Sponsor 1D:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Not Done
Time (US & Canada) () (6)
5.h Test:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Not Done
Time (US & Canada) (b) (6
5.h Result:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) () 6
5.h Not Done:
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Not Done
Time (US & Canada) (b) 6
5h LNMT
Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) (b) (6
5.i
Date Location User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 (g) (), ®) | pataEntry: Initial Entry
(UTC-06:00) Central ©) Sponsor -Defined Ide Not Do
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Nov/09/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Time (US & Canada) §2§ L ntifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
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Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951009 Subject Initials: ---
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Generated By: (b) (4)

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

Back to Form

*** Confidential***

5.i Sponsor ID:

Date L ocation User Value Reason

Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Done

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

5.i Test:

Date L ocation User Value Reason

Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central @), Not Done

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

5.i Result:

Date L ocation User Value Reason

Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Done

Time (US & Canada) () (6)

5.i Not Done:

Date L ocation User Value Reason

Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (CF Not Done

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

5.i LNMT

Date L ocation User Value Reason

Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central @), Not Done

Time (US & Canada) (0) (6)

5,

Date L ocation User Value Reason
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Nov/09/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
SiteNo: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Nov-10-2020 09:38:58 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (), Sponsor-Defined Ide Not Do
Time (US & Canada) (b) (6) ntifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Nov/09/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951009 Subject Initials: ---

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Generated By: (b) (4)

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

5.j Sponsor ID:

Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

Time (US & Canada) () (6)

5.) Test:

Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (COF Not Done

Time (US & Canada) (0) (6)

5. Result:

Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done

Time (US & Canada) (0) (6)

5.j Not Done:

Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

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

5j LNMT

Date L ocation User Value Reason
Nov-10-2020 09:38:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Not Done

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

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS - COVID - eCRF Audit Trail History

on Nov/09/2020

Form Version: 30-Jul-2020 21:27

Site No: 1095
Subject No: 10951009
Generated By: (b) (4)

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:
Date L ocation User Value Reason
Nov-10-2020 09:39:13 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) () (6)
2a
Date Location User Value Reason
Nov-10-2020 09:39:13 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ), Record I dentifier:: Not D
Time (US & Canada) (0) (6) ane

Systolic:: Not D

one
Diastalic:: Not D
one

Respiratory Ratein resNot D

pirationg/minute: one

Heart Ratein beats/mi Not D

nute: one
2.a Record | dentifier:
Date L ocation User Value Reason
Nov-10-2020 09:39:13 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Not Done
Time (US & Canada) (b) (6)
2.a Systalic:
Date Location User Value Reason
Nov-10-2020 09:39:13 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) () (6)
2.aDiagtolic:
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS - COVID - eCRF Audit Trail History
on Nov/09/2020
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Date L ocation User Value Reason
Nov-10-2020 09:39:13 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) (b) (6)
2.a Respiratory Ratein respirations/minute:
Date L ocation User Value Reason
Nov-10-2020 09:39:13 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) () (6)
2.aHeart Rate in beatsminute:
Date L ocation User Value Reason
Nov-10-2020 09:39:13 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Not Done
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
on Nov/09/2020 History

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

Subject No: 10951009 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
Nov-10-2020 09:39:32 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done

Time (US & Canada) () (6)

2a

Date L ocation User Value Reason
Nov-10-2020 09:39:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Record I dentifier:: Not Done

Time (US & Canada) (0) (6)

Oxygen Saturation: Not Done

2.a Record | dentifier:

Date L ocation User Value Reason
Nov-10-2020 09:39:32 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

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

2.a SPO2 Pulse Oximetry %

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Date L ocation User Value Reason
Nov-10-2020 09:39:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (0) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: OXY GENATION PARAMETERS - eCRF Audit Trail History

on Nov/09/2020

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951009 Subject Initials: ---

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

Back to Form

1. Date Time of Assessment:

Date L ocation User Value Reason
Nov-10-2020 09:40:01 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Not Done

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

2. Arterial Blood Gases PaO2 (mmHg):

Date L ocation User Value Reason
Nov-10-2020 09:40:01 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

Time (US & Canada) (0) (6)

3. FiO2 (Fraction of Inhaled Oxygen):

Date L ocation User Value Reason
Nov-10-2020 09:40:01 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (COF Not Done
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF

on Nov/09/2020 Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951009 Subject Initials: ---

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

Back to Form

1. What is the medication identifier?

Date L ocation User Value Reason
Nov-10-2020 09:40:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done

Time (US & Canada) () (6)

2. Category:

Date L ocation User Value Reason
Nov-10-2020 09:40:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

Time (US & Canada) (0) (6)

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Nov-10-2020 09:40:14 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (COF Not Done

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

4. Medication:

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

Date L ocation User Value Reason
Nov-10-2020 09:40:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
5. Start Date:
Date L ocation User Value Reason
Nov-10-2020 09:40:14 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
on Nov/09/2020 Audit Trail History
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
6. Ongoing?
Date L ocation User Value Reason
Nov-10-2020 09:40:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Done
Time (US & Canada) () (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING - eCRF Audit Trail History

on Nov/09/2020

Form Version: 06-Jul-2020 21:53

Site No: 1095
Subject No: 10951009
Generated By: (b) (4)

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 Assessment:

Date L ocation User Value Reason
Nov-10-2020 09:40:26 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Not Done

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

2. Location of Assessment:

Date L ocation User Value Reason
Nov-10-2020 09:40:26 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Done

Time (US & Canada) (0) (6)

3. Type of Imaging Exam:

Date L ocation User Value Reason
Nov-10-2020 09:40:26 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (COF Not Done

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

4. Assessment:

Date L ocation User Value Reason
Nov-10-2020 09:40:26 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Not Done

Time (US & Canada) (0) (6)
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Header Text: c4591001
Visit: POT_COVID_CONVA 1 - Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit

Visit on Dec/08/2020 Trail History

Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research

Subject No: 10951009 Subject Initials; ---

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Dec-09-2020 14:21:38 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Dec/8/2020

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

3. COVID-19 I lIness Visit:

Date L ocation User Value Reason
Dec-09-2020 14:21:38 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), COVID_A1
Time (US & Canada) (b) (6)
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Header Text: c4591001

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

Visit on Dec/08/2020

Form Version: 22-Apr-2020 21:03

Site No: 1095
Subject No: 10951009
Generated By: (b) (4)

- 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. Data Origin
Date Location User Value Reason
Dec-10-2020 09:36:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date Location User Value Reason
Dec-10-2020 09:36:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Dec-10-2020 09:36:13 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Dec-10-2020 09:36:03 | ACVOPFEINFPGE000 | auto query Query 1: Candidate 'Sample
(UTC-06:00) Central (autoquery) Collected? is Yes,
Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.
Dec-10-2020 09:36:03 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6) Date of Collection:
Dec/8/2020
5a
Date L ocation User Value Reason
Dec-10-2020 09:36:13 | ACVOPFEINFPe000 (@) (4): () (8) | pata Entry: Initial Entry
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Header Text: c4591001

Visit on Dec/08/2020

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

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

- 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

*** Confidential***

(UTC-06:00) Central (b) (4), Sample|D: BP1T3Z

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

5.aSample D

Date L ocation User Value Reason

Dec-10-2020 09:36:13 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4), BP1T3Z

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

5b

Date L ocation User Value Reason

Dec-10-2020 09:36:27 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central @, Sample ID: BP1T3Y

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

5.b Sample 1D

Date L ocation User Value Reason

Dec-10-2020 09:36:27 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4, BP1T3Y

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

5.c

Date L ocation User Value Reason

Dec-10-2020 09:36:37 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Sample |D: BP1T3X

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

5.c Sample|D

Date Location User Value Reason

Dec-10-2020 09:36:37 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), BP1T3X

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

5d

Date L ocation User Value Reason
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Header Text: c4591001
Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Visit on Dec/08/2020 - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Dec-10-2020 09:36:51 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sample ID: BPLIZR
Time (US & Canada) (b) (6)
5.d Sample 1D
Date L ocation User Value Reason
Dec-10-2020 09:36:51 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), BPLJZR
Time (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: 10951009
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-22-2020 13:52:22 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sep/22/2020
Time (US & Canada) (b) (6)
2. Phase of Disposition:
Date L ocation User Value Reason
Sep-22-2020 13:52:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | VACCINATION
Time (US & Canada)
3. Status:
Date L ocation User Value Reason
Sep-22-2020 13:52:22 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (4), COMPLETED
Time (US & Canada) (b) (6)
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
SiteNo: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Back to Form
Date L ocation User Value Reason
Feb-03-2021 16:31:56 | ACVOPFEINFPGE000 |(b) Form Created
(UTC-06:00) Central (4),
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 10951009

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, 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
Feb-03-2021 16:31:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | ADVERSE EVENT
Time (US & Canada)
2. AE ID:
Date L ocation User Value Reason
Feb-03-2021 16:31:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |1
Time (US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date Location User Value Reason
Feb-03-2021 16:31:56 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), torsion of right ovary
Time (US & Canada) (b) (6)
4, Start Date Time:
Date L ocation User Value Reason
Feb-03-2021 16:31:56 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Dec/23/2020 UNK:UNK
Time (US & Canada) (b) (6)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Feb-03-2021 16:31:56 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), NO
Time (US & Canada) (b) (6) End Date Time:

Jan/18/2021 UNK:UNK

6. Toxicity Grade:

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1095

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen
Site Name: (1095) Tekton Research

Subject No: 10951009 Subject Initials: ---

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

Date L ocation User Value Reason
Feb-03-2021 16:31:56 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 3

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

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Mar-04-2021 16:49:58 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: New Information
(UTC-06:00) Central YES

Time (US & Canada)

Is this serious event assoc
iated with congenital ano
maly or birth defect?

NO

Did this serious event res
ult in death?

NO
Did this serious event req
uire or prolong hospitaliz
ation?

YES
Did this serious event res
ult in persistent or signific
ant disability/incapacity?

NO

Isthis serious event life th
reatening?

NO
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen
Site Name: (1095) Tekton Research

Subject Initials; ---

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

Other medically importan
t serious event

NO

Feb-23-2021 18:30:09 | ACVOPFEINFPG000 |(b) (4), (b) (6) Query 2: Closed Query closed; will
(UTC-06:00) Central follow for
Time (US & Canada) requested COVID

test information.
Feb-22-2021 17:59:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Answered SAE has been
(UTC-06:00) Centra updated and
Time (US & Canada) resubmitted.
Feb-09-2021 02:12:34 | ACVOPFEINFPE000 |(b) (4), (b) Query 2: Opened Clinica COVID
(UTC-06:00) Central (6) test status (yes/no)
Time (US & Canada) during Hosp /

surgery admit was
not reported in the
SAE. Please
submit a follow-up
SAE form
[#2021113364] to
document if

COVID testing
was performed
(YES/NO or info
not available) and
if yes, the date and
results.

Feb-08-2021 14:16:02
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Candidate

Clinica COVID
test status (yes/no)
during Hosp /
surgery admit was
not reported in the
SAE. Please
submit afollow-up
SAE form
[#2021113364] to
document if

COVID testing
was performed
(YES/NO or info
not available) and
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1095

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen
Site Name: (1095) Tekton Research

Subject No: 10951009 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
if yes, the date and
results.

Feb-05-2021 08:07:13 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Feb-03-2021 16:31:56 | ACVOPFEINFP6000 | auto query Query 1: Candidate For AE torsion of

(UTC-06:00) Central (autoquery) right ovary:

Time (US & Canada) Response to "Is the
adverse event
serious?’ is'Yes
but " Serious
Adverse Event
Number" is blank.

Feb-03-2021 16:31:56 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4, YES

Time (US & Canada) (b) (6) Isthis serious event assoc

iated with congenital ano
maly or birth defect?
NO
Did this serious event res
ult in death?
NO
Did this serious event req
uire or prolong hospitaliz
ation?
NO
Did this serious event res
ult in persistent or signific
ant disability/incapacity?
NO
Isthis serious event life th
reatening?
NO
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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, Frozen

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

Subject No: 10951009 Subject Initials: ---

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

Other medically importan
t serious event

YES

8. I sthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Feb-03-2021 16:31:56 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO

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

9. Isthisevent related to study treatment:

Date L ocation User Value Reason
Feb-03-2021 16:31:56 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NOT RELATED

Time (US & Canada) (b) (6) If Not Related to study treat

ment(s), this event is due to

OTHER
If Other, specify:
ovarian cyst
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Feb-03-2021 16:31:56 | 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
Feb-03-2021 16:31:56 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), YES
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1095
Subject No: 10951009
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

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

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Feb-03-2021 16:31:56 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), YES
Time (US & Canada) (b) (6)
13. What was the outcome of this adverse event?:
Date Location User Value Reason
Feb-03-2021 16:31:56 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), RECOVERED/RESOLVED
Time (US & Canada) (b) (6)
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Feb-03-2021 16:31:56 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6)
15. Serious Adverse Event Number: For Pfizer Use Only
Date L ocation User Value Reason
Feb-05-2021 08:07:13 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) 2021113364
Time (US & Canada)
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Header Text: c4591001

Visit: Potentia ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1095

Subject No: 10951009

Generated By: (b) (4)

Form: DATE OF VISIT - 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 Visit
Date L ocation User Value Reason
Feb-03-2021 16:22:00 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Feb/2/2021
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit
Unscheduled Trail History

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

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

Subject No: 10951009 Subject Initials: ---

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

Back to Form

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

Date L ocation User Value Reason
Feb-03-2021 16:22:12 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Participant iswilling to retur
Time (US & Canada) (b) (6) n for Vaccination 3

Participant is:

eligible per local/national

recommendations and con
firmed to have received o
nly placebo at Vaccinatio

n1/2

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

SiteNo: 1095 Site Name: (1095) Tekton Research

Subject No: 10951009 Subject Initials: ---

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

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Feb-03-2021 16:19:33 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (@), Feb/2/2021

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

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Feb-03-2021 16:19:33 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), ASSESSELIGIBILITY FO
Time (US & Canada) (b) (6) R ADDITIONAL VACCINA
TION
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Header Text: c4591001

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

Site No: 1095

Subject No: 10951009
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

Feb-05-2021 04:32:29 | ACVOPFEINFPE000 |(b) (4), (b) Query 1: Closed Response satisfies

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

Time (US & Canada)

Feb-04-2021 13:16:43 | ACVOPFEINFPE000 |(b) (4), (b) (6) Query 1: Answered This has been

(UTC-06:00) Central updated

Time (US & Canada)

Feb-04-2021 13:16:06 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-06:00) Central Not Applicable

Time (US & Canada)

Feb-04-2021 03:22:03 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: Kindly

(UTC-06:00) Central (6) consider to

Time (US & Canada) update this form
if requireelse
mark as Not
applicable by
selecting form
level comment.
Thank you.

Feb-03-2021 16:20:57 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

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

Time (US & Canada) (0) (6)

Feb-03-2021 16:19:42 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Applicable

Time (US & Canada) (b) (6)
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Site No: 1095

Generated By: (b) (4)

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

Subject No: 10951009

Form: DEATH DETAILS CODED - 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 Collection / Notification of Death:

Date L ocation User Value Reason

Feb-08-2021 13:18:40 | ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies

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

Time (US & Canada)

Feb-08-2021 08:22:00 | ACVOPFEINFPE000 |(b) (4), (b) (6) Query 1: Answered Form level

(UTC-06:00) Central comment

Time (US & Canada) updated, if data
needs to be
removed from
line, please
unfreeze and
requery

Feb-04-2021 22:09:04 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Reissued:Opened | DM1: Please

(UTC-06:00) Central (6) update form level

Time (US & Canada) comment as Not
Applicable
instead item level
comment. Thank
you.

Feb-04-2021 13:16:57 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answered This has been

(UTC-06:00) Central updated

Time (US & Canada)

Feb-04-2021 13:16:25 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-06:00) Central Not Applicable

Time (US & Canada)

Feb-04-2021 03:06:03 | ACVOPFEINFPE000 |(b) (4), (b) Query 1: Opened DM: Kindly

(UTC-06:00) Central (6) consider to update

Time (US & Canada) thisformif
require else mark
as Not applicable
by selecting form
level comment.
Thank you.

Feb-03-2021 16:21:24 | ACVOPFEINFP6000 | (b) (4), (b) (6) | DataEntry: Initial Entry

(UTC-06:00) Central

*** Confidential***
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Header Text: c4591001

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

Subject No: 10951009

Generated By: (b) (4)

Form: DEATH DETAILS CODED - 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

Time (US & Canada)

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

Feb-03-2021 16:20:00 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Not Applicable
Time (US & Canada) (0) ()
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Header Text: c4591001

Visit: V101 VAX3 Form: DATE OF VISIT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
SiteNo: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
Back to Form
1. Date of Visit
Date L ocation User Value Reason
Feb-03-2021 16:22:21 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (CF Feb/3/2021
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1095

Subject No: 10951009

Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION - 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. Consent Was:
Date L ocation User Value Reason
Feb-03-2021 16:22:30 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (4), OBTAINED
Time (US & Canada) (b) (6) Date Written Consent Obtai
ned
Feb/3/2021
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Header Text: c4591001
Visit: V101 VAX3

Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION - eCRF Audit Trail History

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

Site No: 1095
Subject No: 10951009
Generated By: (b) (4)

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
Feb-03-2021 16:23:09 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Feb/3/2021

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

2. Phase of Disposition:

Date L ocation User Value Reason
Feb-03-2021 16:23:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | REPEAT SCREENING 1

3. Status:
Date L ocation User Value Reason
Feb-03-2021 16:23:09 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (4), COMPLETED
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 14-Jan-2021 02:21

Site No: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - 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. Lab Panedl:

Date L ocation User Value Reason

Feb-03-2021 16:23:22 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central 4), Not Applicable

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

2. Lab Sub-Panedl:

Date Location User Value Reason

Feb-03-2021 16:23:22 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Applicable

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

3. Collection Date:

Date L ocation User Value Reason

Feb-03-2021 16:23:22 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central (CF Not Applicable

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

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason

Feb-03-2021 16:23:22 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 4), Not Applicable

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

5. Specimen Type:

Date L ocation User Value Reason

Feb-03-2021 16:23:22 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Applicable

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

6.a

Date L ocation User Value Reason
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 14-Jan-2021 02:21

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Form: LAB URINALY SIS- PREGNANCY TEST - 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-03-2021 16:23:22 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sponsor-Defined Not Appl
Time (US & Canada) (b) 6) I dentifier: icable
Test:: Not Appl
icable
Result:: Not Appl
icable
Not Done:: Not Appl
icable
6.a Sponsor |1D:
Date L ocation User Value Reason
Feb-03-2021 16:23:22 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Not Applicable
Time (US & Canada) (0) (6)
6.a Test:
Date L ocation User Value Reason
Feb-03-2021 16:23:22 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
6.a Result:
Date L ocation User Value Reason
Feb-03-2021 16:23:22 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central @), Not Applicable
Time (US & Canada) (0) (6)
6.a Not Done;
Date Location User Value Reason
Feb-03-2021 16:23:22 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V101 VAX3

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

Subject No: 10951009

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- 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. Data Origin

Date Location User Value Reason

Feb-03-2021 16:23:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Centra (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date Location User Value Reason

Feb-03-2021 16:23:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Feb-04-2021 15:14:08 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Feb-04-2021 03:56:36 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened 'Sample

(UTC-06:00) Central (6) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-03-2021 16:23:38 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample

(UTC-06:00) Central (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-03-2021 16:23:38 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

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

Time (US & Canada) (b) (6) Date of Collection:
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Visit: V101 VAX3

Site No: 1095

Generated By: (b) (4)

Header Text: c4591001

Subject No: 10951009

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- 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

*** Confidential***

Feb/3/2021

5a
Date L ocation User Value Reason
Feb-04-2021 15:14:08 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sample |D: BRAWKL
Time (US & Canada) (b) (6)
5.aSample D
Date L ocation User Value Reason
Feb-04-2021 15:14:08 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), BR3WKL
Time (US & Canada) (b) (6)
5b
Date L ocation User Value Reason
Feb-04-2021 15:14:20 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sample ID: BR3WKM
Time (US & Canada) (b) (6)
5.b SampleID
Date L ocation User Value Reason
Feb-04-2021 15:14:20 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), BR3WKM
Time (US & Canada) (b) (6)
5.c
Date Location User Value Reason
Feb-04-2021 15:14:29 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sample |D: BRAWKN
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1095

Subject No: 10951009
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- 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

5.c Sample|D
Date L ocation User Value Reason
Feb-04-2021 15:14:29 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), BR3WKN
Time (US & Canada) (b) (6)
5.d
Date L ocation User Value Reason
Feb-04-2021 15:15:06 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sample |D: BPCTK9
Time (US & Canada) (b) (6)
5.d Sample D
Date Location User Value Reason
Feb-04-2021 15:15:06 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, BPCTK9
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V101 VAX3

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

Subject No: 10951009

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
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. Data Origin

Date Location User Value Reason

Feb-03-2021 16:23:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Centra (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date Location User Value Reason

Feb-03-2021 16:23:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Feb-04-2021 15:15:34 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Feb-04-2021 03:56:36 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened 'Sample

(UTC-06:00) Central (6) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-03-2021 16:23:48 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample

(UTC-06:00) Central (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-03-2021 16:23:48 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

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

Time (US & Canada) (b) (6) Date of Collection:
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Header Text: c4591001

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Visit: V101 VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39

‘ Feb/3/2021
5a
Date L ocation User Value Reason
Feb-04-2021 15:15:34 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sample |D: BROVFM
Time (US & Canada) (b) (6)
5.aSample D
Date L ocation User Value Reason
Feb-04-2021 15:15:34 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), BROVFM
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V101 VAX3

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Form Version: 10-Dec-2020 02:26

Form: VACCINATION - 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. Was there a temporary delay of vaccination?

*** Confidential***

Date L ocation User Value Reason

Feb-03-2021 16:24:17 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

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

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

2. Treatment Name

Date L ocation User Value Reason

Feb-03-2021 16:24:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | BNT162b2

Time (US & Canada)

3. Formulation:

Date L ocation User Value Reason

Feb-03-2021 16:24:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

4. Dose Date Time:

Date L ocation User Value Reason

Feb-03-2021 16:24:17 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Feb/3/2021 14:01

Time (US & Canada) (0) (6)

5. Anatomical Location:

Date L ocation User Value Reason

Feb-03-2021 16:24:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date L ocation User Value Reason
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:26

Site No: 1095
Subject No: 10951009
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

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

Form Status: Data Complete, Frozen, Verified

Feb-03-2021 16:24:17 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), LEFT

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

7. Route:

Date L ocation User Value Reason
Feb-03-2021 16:24:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | INTRAMUSCULAR

Time (US & Canada)

8. Actual Dose:

Date L ocation User Value Reason
Feb-03-2021 16:24:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Centra (autocalc) | 30.0

Time (US & Canada)

9. Unit:

Date L ocation User Value Reason
Feb-03-2021 16:24:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) |ug

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Feb-03-2021 16:24:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | 30 MINUTES

Time (US & Canada)

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

administration?

Date L ocation User Value Reason
Feb-03-2021 16:24:17 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (CF YES
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V102_VAX4

Form Version:
Site No: 1095

Subject No: 10951009

Generated By:

22-Apr-2020 21:02

Site Name: (1095) Tekton Research

(b) (4)

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

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

Back to Form

1. Date of Visit

Date L ocation User Value | Reason

Mar-07-2021 | ACVOPFEINFP6000 (b) (4), (b) Query | Per site

23:47:54 (6) 1: Clo | confirmation PD

(UTC-06:00) sed tracker updated

Central Time

(Us&

Canada)

Mar-05-2021 | ACVOPFEINFP6000 (b) (4), (b) Query | Origind valueis

15:21:42 (6) 1: An | correct

(UTC-06:00) swere

Central Time d

(Us&

Canada)

Mar-04-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query | PDQ: Date of

02:42:14 (b) (4) 1. Op |visit

(UTC-06:00) ened |V102 VAX4is

Central Time out of window

(Us& for 4 days from

Canada) V101_VAX3
Dose Date.
Please verify and
update. Else,
confirm in query
response
appropriately.
(b) (4)

Mar-02-2021 | ACVOPFEINFP6000 (b) (4), (b) Data | Initial Entry

14:22:32 (6) Entr

(UTC-06:00) N

Centra Time Mar/2

(Us& /2021

Canada)

*** Confidential***
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001

Visit: V102_VAX4

Form Version: 14-Jan-2021 02:21

Site No: 1095
Subject No: 10951009
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail
History

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

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

Back to Form

1. Lab Pandl:

Date L ocation User Value Reason

Mar-02-2021 14:23:13 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | URINALY SIS

Time (US & Canada)

2. Lab Sub-Panedl:

Date Location User Value Reason

Mar-02-2021 14:23:13 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

3. Collection Date:

Date L ocation User Value Reason

Mar-02-2021 14:23:13 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Mar/2/2021

Time (US & Canada)

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason

Mar-02-2021 14:23:13 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central (autocalc) | STUDY SITE

Time (US & Canada)

5. Specimen Type:

Date Location User Value Reason

Mar-02-2021 14:23:13 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

6.a

Date L ocation |User |Value Reason
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001
Visit: V102 VAX4

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Form Version: 14-Jan-2021 02:21

Form: LAB URINALY SIS - PREGNANCY TEST - 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

*** Confidential***

Mar-02-2021 14:23:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Sponsor-Defi 113
Time (US & Canada) ned | dentifier

Test:: Choriogonadotro

pin Beta PX113

Result::

Not Done:: NOT DONE
6.a Sponsor 1D:
Date L ocation User Value Reason
Mar-02-2021 14:23:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | 113
Time (US & Canada)
6.a Test:
Date L ocation User Value Reason
Mar-02-2021 14:23:02 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Choriogonadotropin Beta PX1
Time (US & Canada) 13
6.a Not Done:
Date L ocation User Value Reason
Mar-02-2021 14:23:02 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NOT DONE
Time (US & Canada)
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001
Visit: V102 VAX4

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

Subject No: 10951009

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
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. Data Origin

Date L ocation User Value Reason

Mar-02-2021 14:24:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Centra (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date Location User Value Reason

Mar-02-2021 14:24:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Mar-03-2021 13:34:05 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Mar-03-2021 05:44:59 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened 'Sample

(UTC-06:00) Central (6) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Mar-02-2021 14:24:42 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample

(UTC-06:00) Central (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Mar-02-2021 14:24:42 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

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

Time (US & Canada) Date of Collection:
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001
Visit: V102 VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1095 Site Name: (1095) Tekton Research
Subject No: 10951009 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:39
‘ ‘ Mar/2/2021
5a
Date L ocation User Value Reason
Mar-03-2021 13:34:05 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sample |D: BROVGB

Time (US & Canada)

5.aSample D

Date L ocation User Value Reason
Mar-03-2021 13:34:05 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BROVGB

Time (US & Canada)
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196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Header Text: c4591001
Visit: V102 VAX4

Form Version: 10-Dec-2020 02:26

SiteNo: 1095
Subject No: 10951009
Generated By: (b) (4)

Form: VACCINATION - 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. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Mar-02-2021 14:25:37 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NO
Time (US & Canada)
2. Treatment Name
Date L ocation User Value Reason
Mar-02-2021 14:25:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | BNT162b2
Time (US & Canada)
3. Formulation:
Date Location User Value Reason
Mar-02-2021 14:25:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | INJECTION
Time (US & Canada)
4. Dose Date Time:
Date L ocation User Value Reason
Mar-02-2021 14:26:36 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-06:00) Central (6) Mar/2/2021 14:19
Time (US & Canada)
Mar-02-2021 14:25:37 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Mar/2/2021 14:24
Time (US & Canada)
5. Anatomical Location:
Date L ocation User Value Reason
Mar-02-2021 14:25:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | DELTOID MUSCLE
Time (US & Canada)
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 10-Dec-2020 02:26

Site No: 1095

Subject No: 10951009

Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

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

Form Status: Data Complete, Frozen, Verified

6. Body Side:

Date L ocation User Value Reason
Mar-02-2021 14:25:37 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) LEFT

Time (US & Canada)

7. Route:

Date Location User Value Reason
Mar-02-2021 14:25:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | INTRAMUSCULAR

Time (US & Canada)

8. Actual Dose:

Date L ocation User Value Reason
Mar-02-2021 14:25:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | 30.0

Time (US & Canada)

9. Unit:

Date L ocation User Value Reason
Mar-02-2021 14:25:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | ug

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Mar-02-2021 14:25:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | 30 MINUTES

Time (US & Canada)

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

administration?

Date L ocation User Value Reason
Mar-02-2021 14:25:37 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) YES
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Header Text: c4591001

Visit: V102 VAX4

Form Version: 10-Dec-2020 02:26
Site No: 1095

Subject No: 10951009

Generated By: (b) (4)

Form: VACCINATION - 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

Time (US & Canada)
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Site No: 1095

Generated By: (b) (4)

Header Text: c4591001
Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03

Subject No: 10951009

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

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified

Back to Form

*** Confidential***

FDA-CBER-2021-5683-1020988

1. Subject Status
Date L ocation User Value Reason
Sep-22-2020 13:52:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | FOLLOW-UP
Time (US & Canada)
Jul-31-2020 12:24:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | ENROLLED/RANDOMIZED
Time (US & Canada)
Jul-31-2020 12:19:39 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | SCREENED
Time (US & Canada)
2. Subject Status Date
Date L ocation User Value Reason
Sep-22-2020 13:52:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Sep/22/2020
Time (US & Canada)
Jul-31-2020 12:24:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Jul/31/2020
Time (US & Canada)
Jul-31-2020 12:19:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central (autocalc) | Jul/31/2020
Time (US & Canada)
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Header Text: c4591001
Vigit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified
SiteNo: 1095 Site Name: (1095) Tekton Research

Subject No: 10951009 Subject Initials: ---

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

Back to Form

1. Casebook Signature

196ae2fb6\Final\Final On: 01-Apr-2021 03:49 (GMT)

Date L ocation User Value Reason
Sep-17-2020 11:39:20 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, Click Here to Enable
Time (US & Canada) (b) (6)

Page 460 of 460

*** Confidential***
FDA-CBER-2021-5683-1020989






