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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 30-Jul-2020 21:29
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: COHORT SELECTION

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Cohort Selection

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

*** Confidential***

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

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Infor med Consent

1.

Consent Was:

OBTAINED

Date Written Consent Obtained
Aug/19/2020
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

*** Confidential***

Demography
1. | Subject ID [11521095]
2. | Birth Date: (b) (6)/1953
3. | Sex: MALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that WHITE

apply):
6. | Racial Designation:
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Date of Visit
1. [ Date of Visit Aug/19/2020
2. | Erroneous Visit
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*** Confidential***
FDA-CBER-2021-5683-0941535




090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:29
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Form Comments

Inclusion Criteria Not M et

1.

*** Confidential***

Description of Inclusion Not Applicable
Criterion Not Met
Exclusion Criteria M et
2 Description of Exclusion Not Applicable
Criterion Met
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: DISPOSITION - SCREENING

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Disposition - Screening

1. | Date of Aug/19/2020
Completion/Discontinuation
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
Page 6 of 582
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Medical History Details

Line/MH Number:

La |l Line/MH Number: [1]
Disease/Syndrome/Surgery | [osteoarthritis]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/1971
Ongoing: YES

1b | Line/MH Number: [2]
Disease/Syndrome/Surgery | [hypertension]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/2008
Ongoing: YES
lc

[3]

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

[Type Il diabetes|

Start Date: UNK/UNK/1995
Ongoing: NO
End Date:
UNK/UNK/2007
Page 7 of 582
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

1d || Line/MH Number: [4]
Disease/Syndrome/Surgery | [anemia]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/2014
Ongoing: NO
End Date:
UNK/UNK/2017

1e || LineMH Number: 5]
Disease/Syndrome/Surgery | [nervous breakdoen]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/1972
Ongoing: NO
End Date:
UNK/UNK/1972

Lf || Line/MH Number: [6]
Disease/Syndrome/Surgery | [anxiety]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/1972
Ongoing: YES
Page 8 of 582
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY
Form Version: 22-Apr-2020 21:03 Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: . (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
19 || Line/MH Number: [7]

Disease/Syndrome/Surgery | [Bipolar depression]

/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/1972

Ongoing: YES
Lh || Line/MH Number: 9]

Disease/Syndrome/Surgery | [insomnia)

/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/2010

Ongoing: YES
Li | Line/MH Number: [9]

Disease/Syndrome/Surgery | [dyspepsial

/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/1989

Ongoing: YES
L || Line/MH Number: [10]

Disease/Syndrome/Surgery | [irritable bowel]

/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/2000

Ongoing: YES

Page 9 of 582
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

LK Line/MH Number:

[11]

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

[seborrheic dermatitis]

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

L1 1 Line/MH Number: [12]

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

[arthroscopic surgery right kneg]

Allergies:
Start Date: UNK/UNK/2015
Ongoing: NO

End Date:

UNK/UNK/2015

Lm | Line/MH Number: [13]
Disease/Syndrome/Surgery | [hypothyroid]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1990
Ongoing: YES
Page 10 of 582
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY

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

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

L0 || Line/MH Number: [14]
Disease/Syndrome/Surgery | [colitis]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/2000
Ongoing: NO
End Date:
UNK/UNK/2017
1.0 || Line/MH Number: [15]

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

[alergy to codeine]

Allergies:
Start Date: UNK/UNK/1983
Ongoing: YES

1P || Line/MH Number: [16]

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

[alergy to thorazine]

*** Confidential***

Allergies:
Start Date: UNK/UNK/1983
Ongoing: YES
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

1.9 || Line/MH Number:

[17]

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

[gastric bypass]

Allergies:
Start Date: UNK/UNK/2012
Ongoing: NO
End Date:
UNK/UNK/2012
Lt 1] Line/MH Number: [18]

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

[arthroscopic surgery left knee]

Allergies:
Start Date: UNK/UNK/1970
Ongoing: NO
End Date:
UNK/UNK/1970
Ls || Line/MH Number: [19]

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

[arthroscopic surgery left kneg]

Allergies:
Start Date: UNK/UNK/1985
Ongoing: NO
End Date:
UNK/UNK/1985
Page 12 of 582
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

1t

Line/MH Number: [20]
Disease/Syndrome/Surgery | [arthroscopic surgery left knee]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1991
Ongoing: NO
End Date:
UNK/UNK/1991
Lu || Line/MH Number: [21]
Disease/Syndrome/Surgery | [cervical disc disease]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2010
Ongoing: NO
End Date:
UNK/UNK/2010
LV || Line/MH Number: [22]

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

[cervical disc surgery]

Start Date: UNK/UNK/2010
Ongoing: NO
End Date:
UNK/UNK/2010
Page 13 of 582
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

1w

Line/MH Number: [23]
Disease/Syndrome/Surgery | [thoracic spine disc disease]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2013
Ongoing: NO
End Date:
UNK/UNK/2013
1x || Line/MH Number: [24]
Disease/Syndrome/Surgery | [surgery T-3 disc]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2013
Ongoing: NO
End Date:
UNK/UNK/2013
LY || Line/MH Number: [25]
Disease/Syndrome/Surgery | [hyoid bone removed]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1990
Ongoing: NO
End Date:
UNK/UNK/1990
Page 14 of 582
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: VITAL SIGNS- BASELINE

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

*** Confidential***

Vital Signs
1. | Date: Aug/19/2020
2. | Weight: [181.4]
3. | Unit: LB
4. | Height: [68.5]
5. [ Unit: in
6. | Body Mass Index: [27.2]
Vital Signs Details
7a|| Record Identifier: 1
Temperature: [98.1]
Unit: F
Temperature Location: ORAL CAVITY
Page 15 of 582
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: RANDOMIZATION

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Disposition
1. | Randomization Date : Aug/19/2020
2. | Randomization Number: [233726]
3. | Randomization Group: []
Page 16 of 582
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Aug/19/2020
4. | If no samplewas collected or |[ ]
sample was not collected
according to protocol, please
provide reason:
Aliquot

Please enter barcode for each aliquot.

*** Confidential***

52 || sample ID [BPYKDJ]
5b || sample 1D [BPYKDK]
5C || Sample ID [BPYKDL]
5d || sample 1D [BNWK33]
5€ || sample D [BNWK34]
Page 17 of 582

FDA-CBER-2021-5683-0941548




090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/19/2020
4. | 1f no samplewas collected or | [ ]
sample was not collected
according to protocol, please
provide reason:
Aliquot

Please enter barcode for each aliquot.

5.a

Sample ID

[BPYKYS]

Page 18 of 582
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Vaccination

1.

Was there atemporary delay
of vaccination?

NO

*** Confidential***

2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Aug/19/2020 12:42
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: []
9. | Unit:
10. | Timeframe Subject Was THE PROTOCOL SPECIFIED OBSERVATION PERIOD
Observed
11. | Was the subject observed for | YES
at least the protocol specified
observation period after
investigational product
administration?
Page 19 of 582
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: REACTOGENICITY DIARY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Reactogenicity Diary

1. | Select appropriate response -
Reactogenicity diary
collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR
THIS SUBJECT

Page 20 of 582
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Header Text: c4591001
Visit: V2_VAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. [ Date of Visit Sep/10/2020
2. | Erroneous Visit

Page 21 of 582
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Header Text: c4591001
Visit: V2 VAX2 L
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: VITAL SIGNS- TEMP

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Vital Signs
1. | Date: Sep/10/2020
Vital Signs Details
2.a|| Record Identifier: 1
Temperature: [98.6]
Unit: F
Temperature Location: ORAL CAVITY
Page 22 of 582
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Header Text: c4591001
Visit: V2 VAX2 L

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/10/2020
4. | 1f no samplewas collected or | [ ]
sample was not collected
according to protocol, please
provide reason:
Aliquot

Please enter barcode for each aliquot.

5.a

Sample ID

[BP9ZF1]

*** Confidential***
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Vaccination

1.

Was there atemporary delay
of vaccination?

NO

2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Sep/10/2020 10:51
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: []
9. | Unit:
10. | Timeframe Subject Was THE PROTOCOL SPECIFIED OBSERVATION PERIOD
Observed
11. | Was the subject observed for | YES
at least the protocol specified
observation period after
investigational product
administration?
Page 24 of 582
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Header Text: c4591001
Visit: V3_MONTH1 POSTVAX2 L Form: DATE OF VISIT
Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. [ Date of Visit Oct/8/2020
2. | Erroneous Visit
Page 25 of 582
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Electronic Sample Tracking

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

Please enter barcode for each aliquot.

52 || sample ID [BPOSWL]

5b || sample 1D [BPOSWM]

5C || Sample ID [BNT3F3]
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET

Form Status. Data Complete, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Nov/6/2020

2. | Erroneous Visit

COVID-19 IllIness Visit

3. | COVID-19 Illness Visit: COVID_A
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Header Text: c4591001
Visit: POT_COVID ILL 1-

Form: SIGNSAND SYMPTOMS OF POTENTIAL

Unscheduled Visit on Nov/06/2020 COVID-19
Form Version: 10-Oct-2020 16:02 Form Status. Data Complete

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Nov/6/2020
2. | Date of First Symptom Nov/3/2020
Started:
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Nov/6/2020
Symptoms
4.a || symptoms: FEVER
Was symptom present? NO
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? YES
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d || symptoms CHILLS
Was symptom present? NO
4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
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Header Text: c4591001
Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020 CoVID-19

Form Version: 10-Oct-2020 16:02 Form Status. Data Complete
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

*** Confidential***

4.9 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
40 || symptoms DIARRHEA
Was symptom present? NO
41 Symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
> Symptoms - Other Text: [
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1152

Subject No: 11521095

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

Date Of. Specimen SpeC|‘men C Assay Code and Descri . Form Insta
# | Collecti ollection Loc . Device Type

Type . ption nce
on ation

1. |Oct/29/ | SWABBE |NASOPHAR | SEVERE ACUTE RESP | SARS-COV-2 Repeating

2020 D MATER | YNX SYNDROME CORONA [ DIAGNOSTIC Pages

IAL VIRUS 2 TEST
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 06-Jul-2020 21:54
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Form Comments

eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. | Actual Date of Collection: Oct/29/2020 Comments

2. | Specimen Type: SWABBED MATERIAL Comments

3. | Specimen Collection NASOPHARY NX Comments

Location:

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

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

6. | Trade Name: OTHER Comments

7. | Test Result: NEGATIVE Comments

8. | Comments/Findings/Details. | [Negative COVID-19 test required for hospital Comments
admission.]

9. | Trade Name Other, Specify: |[NALT Unknown] Comments

*** Confidential***

Page 31 of 582

FDA-CBER-2021-5683-0941562




090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020 SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE

2. | Sample Type NASAL_SWAB_SELF

3. | Sample Collected? NO

4. | If no sample was collected or | [Subject in hospital and doesn't have hisillness kit]
sample was not collected
according to protocol, please
provide reason:

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]
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Header Text: c4591001
Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020 SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE

2. | Sample Type NASAL_SWAB

3. | Sample Collected? NO

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

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 10-Oct-2020 15:59
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION

Form Status. Data Complete

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Health Care Utilization

la
Professional:

Physician or Healthcare SPECIALIST

Contacts:

Occurrence of Visits or NO

1b
Professional:

Physician or Healthcare EMERGENCY ROOM

Contacts:

Occurrence of Visits or NO

le Physician or Healthcare PRIMARY CARE PHYSICIAN

Professional:

Contacts:

Occurrence of Visits or NO

1d|| physician or Hedlthcare | URGENT CARE

Professional:

Contacts:

Occurrence of Visits or NO

1e|| pnysician or Hedlthcare | TELEPHONE CONSULTATION

Professional:

Contacts:

Occurrence of Visits or NO
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Header Text: c4591001
Visit: POT_COVID_ILL 1-

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION

Unscheduled Visit on Nov/06/2020
Form Version: 10-Oct-2020 15:59 Form Status. Data Complete

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

1f Physician or Healthcare

Professional:

OTHER

Occurrence of Visits or
Contacts:

NO

Health Care Utilization Other

2. | Other Type of Practitioner
Specify:

Health Care Utilization

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

NO

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1 Form: RESPIRATORY TREATMENT
Form Version: 06-Jul-2020 21:53

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

" Treatment I1d | Con Non-Drug Treatmen | Treatmen | Treatmen | Start Dat | Form Instanc
entifier ts Pre-specified t t e e
1. | Not Applicabl | Not Applicable Not Appli | Not Appli | Not Appli Repeating
e cable cable cable Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 06-Jul-2020 21:53
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: RESPIRATORY TREATMENT

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

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

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 06-Jul-2020 21:52
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: ILLNESS DETAILS

Form Status. Data Complete

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

I1Iness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

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

NO

3. | Toxicity Grade:
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Header Text: c4591001
Visit: POT_COVID ILL 1

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

*** Confidential***

Category of Clinical | Subcategory of Clinic | Diagnosis Obt | Toxicity Gr | Form Instanc
# .
Event: al Event ained ade e
1. | Not Applicable Not Applicable Not Applicable | Not Applica| Repeating
ble Pages
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Header Text: c4591001
Visit: POT_COVID_ILL 1-

Unscheduled Visit on Nov/06/2020
Form Version: 17-Jul-2020 21:55

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form: ILLNESS DETAILS - SEVERE

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form
Form Comments

eCRF Audit Trail History

IlIness Details
1. | Category of Clinical Event: | Not Applicable Comments
2. | Subcategory of Clinical Not Applicable Comments
Event:
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

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form Version: 30-Jul-2020 21:27

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Category f
# | or Lab Tes
t

Vendor
Name

Collecti
on Date

Specim L ab Result Form Instan
en Type ce

1. | Not Applic | Not Ap
able plicable

Not App
licable

NOtAD || gponsor-Defi Repeating

plicable || hoq |dentifie | Test: | Result: Pages
r

Not Applicab |Not Ap [Not Ap
le plicable | plicable

Not Applicab |Not Ap [Not Ap
le plicable | plicable

Not Applicab |Not Ap [Not Ap
le plicable | plicable

Not Applicab |Not Ap [Not Ap
le plicable | plicable

Not Applicab |Not Ap [Not Ap
le plicable | plicable

Not Applicab |Not Ap [Not Ap
le plicable | plicable

Not Applicab |Not Ap [Not Ap
le plicable | plicable

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:27
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form
Form Comments
eCRF Audit Trail History

Lab Chemistry Details

1. [Lab Pand: Not Applicable Comments
2. | Laboratory Name and Not Applicable Comments
Address
[]
3. | Collection Date: Not Applicable Comments
1
4. | Specimen Type: Not Applicable Comments
Lab Result
5.a Sponsor 1D: Not Applicable Comments
[]
Test: C Reactive Protein_PX329
Resullt: Not Applicable Comments
[]
Not Done: Not Applicable Comments
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Header Text: c4591001
Visit: POT_COVID_ILL 1-

Form Version: 30-Jul-2020 21:27
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

Unscheduled Visit on Nov/06/2020 CHEMISTRY

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

*** Confidential***

LNMT Not Applicable Comments
Low
[]
High
[]
Unit
5b Sponsor 1D: Not Applicable Comments
[]
Test: Alanine Aminotransferase PX30
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1-

Form Version: 30-Jul-2020 21:27
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Nov/06/2020 CHEMISTRY

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

5.C || sponsor 1D: Not Applicable Comments
[]
Test: Aspartate Aminotransferase PX28
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1-

Form Version: 30-Jul-2020 21:27
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

Unscheduled Visit on Nov/06/2020 CHEMISTRY

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

*** Confidential***

5d Sponsor 1D: Not Applicable Comments
[]
Test: Alkaline Phosphatase PX35
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
Page 45 of 582

FDA-CBER-2021-5683-0941576




090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1-

Form Version: 30-Jul-2020 21:27
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Nov/06/2020 CHEMISTRY

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

5 || sponsor 1D: Not Applicable Comments
[]
Test: Bilirubin_PX21
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1-

Form Version: 30-Jul-2020 21:27
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

Unscheduled Visit on Nov/06/2020 CHEMISTRY

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

*** Confidential***

S5f Sponsor ID: Not Applicable Comments
[]
Test: Blood Urea Nitrogen_PX47
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1-

Form Version: 30-Jul-2020 21:27
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Nov/06/2020 CHEMISTRY

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

5.9 || sponsor ID: Not Applicable Comments
[]
Test: Creatinine_PX48
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Site No: 1152

Header Text: c4591001
Visit: POT_COVID ILL 1

Subject No: 11521095

Form Version: 30-Jul-2020 21:28

Form: LOCAL LABORATORY DATA - REPEATING

Hematol ogy

Site Name: (1152) California Research Foundation
Subject Initials: ---

*** Confidential***

Generated By: | () (4) Generated Time (GMT): 29-Mar-2021 11:56
Category | Vendor Na | Collecti | Specim
# | for Lab T | me(DERIV | on Date | en Typ Lab Result Forr:clensta
est ED) : e
1. | Not Appli | Not Applica | Not Ap | Not Ap Sponsor-De Repeating
cable ble plicable | plicable fined Identi | Test: | Result: Pages
fier
Not Applica [Not Ap |Not Ap
ble plicabl | plicabl
e e
Not Applica | Not Ap | Not Ap
ble plicabl |plicabl
e e
Not Applica | Not Ap | Not Ap
ble plicabl | plicabl
e e
Not Applica [ Not Ap |Not Ap
ble plicabl | plicabl
e e
Not Applica | Not Ap | Not Ap
ble plicabl | plicabl
e e
Not Applica | Not Ap | Not Ap
ble plicabl | plicabl
e e
Not Applica | Not Ap | Not Ap
ble plicabl | plicabl
e e
Not Applica [Not Ap |Not Ap
ble plicabl | plicabl
e e
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Header Text: c4591001
Visit: POT_COVID ILL 1

Form: LOCAL LABORATORY DATA - REPEATING

Hematology

Form Version: 30-Jul-2020 21:28

Site No: 1152

Subject No: 11521095

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Category | Vendor Na | Collecti | Specim Form Insta
# | for Lab T | me(DERIV | on Date | en Typ Lab Result nce
est ED) : e
Sponsor-De
fined Identi | Test: [Result:
fier
Not Applica | Not Ap | Not Ap
ble plicabl | plicabl
e e
Not Applica [Not Ap |Not Ap
ble plicabl | plicabl
e e
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Nov/06/2020 Hematology
Form Version: 30-Jul-2020 21:28 Form Status. Data Complete, Frozen
Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Back to Form
Form Comments
eCRF Audit Trail History
Laboratory Data Hematology
1. [Lab Pand: Not Applicable Comments
2. | Laboratory Name and Not Applicable Comments
Address
[]
3. | Collection Date: Not Applicable Comments
1
4. | Specimen Type: Not Applicable Comments
Lab Result
5.a Sponsor 1D: Not Applicable Comments
[]
Test: Hemoglobin_PX1
Resullt: Not Applicable Comments
[]
Not Done: Not Applicable Comments
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Header Text: c4591001
Visit: POT_COVID_ILL 1-

Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Nov/06/2020 Hematology

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

LNMT Not Applicable Comments
Low
[]
High
[]
Unit
5b Sponsor 1D: Not Applicable Comments
[]
Test: Hematocrit_PX2
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1-

Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

Unscheduled Visit on Nov/06/2020 Hematology

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

*** Confidential***

5.C || sponsor 1D: Not Applicable Comments
[]
Test: Erythrocytes PX3
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1-

Unscheduled Visit on Nov/06/2020

Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

Hematology

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

5d Sponsor 1D: Not Applicable Comments
[]
Test: Platelets PX5
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1-

Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

Unscheduled Visit on Nov/06/2020 Hematology

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

*** Confidential***

5 || sponsor 1D: Not Applicable Comments
[]
Test: Leukocytes PX7
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1-

Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Nov/06/2020 Hematology

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

51 Sponsor 1D: Not Applicable Comments
[]
Test: Neutrophils PX608
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1-

Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

Unscheduled Visit on Nov/06/2020 Hematology

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

*** Confidential***

5.9 || sponsor ID: Not Applicable Comments
[]
Test: Eosinophils PX609
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1-

Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Nov/06/2020 Hematology

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

5h Sponsor ID: Not Applicable Comments
[]
Test: Monocytes PX612
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
Page 58 of 582

*** Confidential***

FDA-CBER-2021-5683-0941589




090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1-

Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

Unscheduled Visit on Nov/06/2020 Hematology

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

*** Confidential***

Si Sponsor ID: Not Applicable Comments
[]
Test: Basophils_PX610
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1-

Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Nov/06/2020 Hematology

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

5] Sponsor ID: Not Applicable Comments
[]
Test: Lymphocytes PX611
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID ILL 1
Form Version: 30-Jul-2020 21:27

Form: VITAL SIGNS - COVID

Site No: 1152 Site Name: (1152) California Research Foundation

Subject No: 11521095 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

# Date: Vital Signs Details Form Instance

1. | Not Applicable || Record | dentifier: Systalic: Diastolic: Repeating Pages
Not Applicable Not Applicable |Not Applicable

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:27
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: VITAL SIGNS - COVID

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Form Comments

eCRF Audit Trail History

Vital Signs
1. | Date: Not Applicable Comments
1
Vital Signs Details
2.8 Record Identifier: Not Applicable
1
Systalic: Not Applicable Comments
[]
Diastolic: Not Applicable Comments
[]
Respiratory Ratein Not Applicable Comments
respirations/minute:
[]
Heart Rate in beats/minute: | Not Applicable Comments
[]
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

*** Confidential***

# Date: Vital Signs Details Form Instance
1. | Not Applicable Record | dentifier: Oxygen Saturation Repeating Pages
Not Applicable Not Applicable
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Header Text: c4591001
Visit: POT_COVID_ILL 1-

Form: VITAL SIGNS - PULSE OX ROOM AIR

Unscheduled Visit on Nov/06/2020

Form Version: 30-Jul-2020 21:28

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs
1. | Date: Not Applicable Comments
1
Vital Signs Details
2.8 Record Identifier: Not Applicable
1
SPO2 Pulse Oximetry % | Not Applicable Comments
[]
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Header Text: c4591001
Visit: POT_COVID ILL 1

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Date Time of Assess

Arterial Blood Gases

FiO2 (Fraction of Inhaled O

*** Confidential***

# ment P02 xygen) Form Instance
1. | Not Applicable Not Applicable Not Applicable Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 06-Jul-2020 21:52
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: OXYGENATION PARAMETERS

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

1. | Date Time of Assessment: Not Applicable Comments
1
2. | Arterial Blood Gases Pa02 | Not Applicable Comments
(mmHgQ):
[]
3. | FiO2 (Fraction of Inhaled Not Applicable Comments
Oxygen):
[]
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Header Text: c4591001
Visit: POT_COVID ILL 1

Form Version: 06-Jul-2020 21:55

Form: CONCOMITANT MEDICATIONS -

VASOPRESSORS

*** Confidential***

Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: | () (4) Generated Time (GMT): 29-Mar-2021 11:56
4 Sponsor-Defin | Category for | Concomitant Medica | Nameof M | Start Da | Form Instan
ed [dentifier Medication tions Pre-specified edication te ce
1. | Not Applicable | Not Applicabl | Not Applicable Not Applica | Not App | Repeating
e ble licable Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 06-Jul-2020 21:55
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS -

VASOPRESSORS

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant M edications

1. | What is the medication
identifier?

Not Applicable

Comments

[]

2. | Category:

Not Applicable

Comments

3. | Concomitant Medications
Pre-specified:

Not Applicable

Comments

4. | Medication:

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

Not Applicable

Comments

[]

5. | Start Date:

Not Applicable

Comments

I

6. | Ongoing?

Not Applicable

Comments
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Header Text: c4591001

Form Version: 06-Jul-2
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Visit: POT_COVID_ILL 1 Form: IMAGING

020 21:53

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

*** Confidential***

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

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 06-Jul-2020 21:53
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: IMAGING

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form
Form Comments
eCRF Audit Trail History

Imaging
1. | Date of Assessment: Not Applicable Comments
1
2. | Location of Assessment: Not Applicable Comments
3. | Type of Imaging Exam: Not Applicable Comments
4. | Assessment: Not Applicable Comments
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Header Text: c4591001
Visit: POT_COVID ILL 2-

Subject No: 11521095
Generated By: | (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET

Unscheduled Visit on Jan/10/2021
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1152 Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

*** Confidential***

Date of Visit

1. | Date of Visit Jan/10/2021

2. | Erroneous Visit

COVID-19 IllIness Visit

3. | COVID-19 Illness Visit: CovID_B
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Header Text: c4591001

Visit: POT_COVID_ILL 2- Form: SIGNSAND SYMPTOMS OF POTENTIAL
Unscheduled Visit on Jan/10/2021 COVID-19

Form Version: 10-Dec-2020 02:29 Form Status. Data Complete

Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: | () (4) Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Signsand Symptoms

090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

1. | Date of Assessment: Jan/10/2021
2. | Date of First Symptom Jan/9/2021
Started:
3. | Symptoms Ongoing? YES Comments
Symptoms
4.8 || symptoms: FEVER
Was symptom present? NO
40 || symptoms: NEW OR INCREASED COUGH
Was symptom present? YES
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d || symptoms: CHILLS
Was symptom present? NO
4. Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO

Page 72 of 582
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Header Text: c4591001

Visit: POT_COVID_ILL 2- Form: SIGNSAND SYMPTOMS OF POTENTIAL
Unscheduled Visit on Jan/10/2021 COVID-19

Form Version: 10-Dec-2020 02:29 Form Status. Data Complete

Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

4.9 || symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? YES

4.h

Symptoms: DIARRHEA
Was symptom present? NO
41 Symptoms: VOMITING

Was symptom present? NO

Symptoms - Other

> Symptoms - Other Text: [
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Header Text: c4591001
Visit: POT_COVID_ILL 2
Form Version: 06-Jul-2020 21:54

Site No: 1152

Subject No: 11521095

Form: MICROBIOLOGY SPECIMEN

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
# Date of Coll | Specimen | Specimen Collectio | Assay Codeand D | Device | Form Instanc
ection Type n Location escription Type e
1. | Not Done Not Done | Not Done Not Done Not Don Repeating
e Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 06-Jul-2020 21:54
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form
Form Comments

eCRF Audit Trail History

Microbiology Specimen

*** Confidential***

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

Unscheduled Visit on Jan/10/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE

2. | Sample Type NASAL_SWAB_SELF

3. | Sample Collected? NO

4. | If no sample was collected or | [SUBJECT CAME TO OFFICE FOR SWAB.]
sample was not collected
according to protocol, please
provide reason:

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]
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Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Jan/11/2021
4. | If no sample was collected or | [Swab collected in the office on the day after original contact, per
sample was not collected patient preference.]
according to protocol, please
provide reason:
Aliquot

Please enter barcode for each aliquot.

5.a

Sample ID

[BRRL4M]

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID _ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 10-Dec-2020 02:26
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION

Form Status. Data Complete

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Health Care Utilization

la
Professional:

Physician or Healthcare SPECIALIST

Contacts:

Occurrence of Visits or NO

1b
Professional:

Physician or Healthcare EMERGENCY ROOM

Contacts:

Occurrence of Visits or NO

le Physician or Healthcare PRIMARY CARE PHYSICIAN

Professional:

Contacts:

Occurrence of Visits or NO

1d|| physician or Hedlthcare | URGENT CARE

Professional:

Contacts:

Occurrence of Visits or NO

1e|| pnysician or Hedlthcare | TELEPHONE CONSULTATION

Professional:

Contacts:

Occurrence of Visits or NO
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Header Text: c4591001
Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION

Form Version: 10-Dec-2020 02:26 Form Status. Data Complete

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

1f Physician or Healthcare

Professional:

OTHER

Occurrence of Visits or
Contacts:

NO

Health Care Utilization Other

2. | Other Type of Practitioner
Specify:

Health Care Utilization

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

NO

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

" Treatment Ide | Con Non-Drug TreatmentsP | Treatm | Treatm | Start D | Form Instanc
ntifier re-specified ent ent ate e
1 Repeating
Pages
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Header Text: c4591001
Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 06-Jul-2020 21:53
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: RESPIRATORY TREATMENT

Form Status: Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Respiratory Treatment

1.

What is the treatment
Identifier?

[]

Concomitant Non-drug
Treatment Pre-specified:

Treatment:

Treatment:

[]

Start Date:

I

||~ w

Ongoing?

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID _ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 06-Jul-2020 21:52
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: ILLNESS DETAILS

Form Status. Data Complete

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

I1Iness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

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

NO

3. | Toxicity Grade:

Page 82 of 582
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

*** Confidential***

Category of Clinical | Subcategory of Clinic | Diagnosis Obt | Toxicity Gr | Form Instanc
# .
Event: al Event ained ade e
1. Repesting
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 17-Jul-2020 21:55
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: ILLNESS DETAILS - SEVERE

Form Status: Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Illness Details

1. | Category of Clinical Event:

2. | Subcategory of Clinical
Event:

3. | Was a diagnosis obtained?

4. | Toxicity Grade:
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Form Version: 30-Jul-2020 21:27

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY

*** Confidential***

Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: | () (4) Generated Time (GMT): 29-Mar-2021 11:56
Category for | Vendor | Collectio | Specime Form Instan
# Lab Test Name n Date: n Type Lab Result ce
L Sponsor-Define | Te | Res | | Repeding
d Identifier | st: | ult: Peges
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Header Text: c4591001
Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021

Form Version: 30-Jul-2020 21:27

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Status: Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Lab Chemistry Details

1. | Lab Pandl:

2. | Laboratory Name and
Address

[]

3. | Collection Date:

1l

4. | Specimen Type:

Lab Result
> Sponsor ID: []
Test:
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Form Version: 30-Jul-2020 21:28

Form: LOCAL LABORATORY DATA - REPEATING
Hematol ogy

*** Confidential***

Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: | () (4) Generated Time (GMT): 29-Mar-2021 11:56
Category fo | Vendor Name | Collectio | Specime Form Instan
#| ¢ LabTest | (DERIVED) | nDate | nType Lab Result ce
L Sponsor-Defi | Te | Res | | Repeating
ned I dentifier | st: | ult: Peges
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Header Text: c4591001
Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021

Form Version: 30-Jul-2020 21:28

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology

Form Status: Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

L aboratory Data Hematology

1. | Lab Pandl:

2. | Laboratory Name and
Address

[]

3. | Collection Date:

1l

4. | Specimen Type:

Lab Result
> Sponsor ID: []
Test:
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 2 Form: VITAL SIGNS- COVID
Form Version: 30-Jul-2020 21:27
Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
# Date: Vital Signs Details Form Instance
L Record I dentifier: Systalic: Diastolic: Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 30-Jul-2020 21:27
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: VITAL SIGNS - COVID

Form Status: Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Vital Signs

1. | Date:

I

Vi

tal Signs Details

Record |dentifier:

Systalic:

[]

Diastolic:

[]

Respiratory Ratein
respirations/minute:

[]

Heart Rate in beats/minute:

[]
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Visit: POT_COVID_ILL 2
Form Version: 30-Jul-2020 21:28

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

# Date: Vital Signs Details Form Instance
1. Record | dentifier: Oxygen Saturation Repeating Pages
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Header Text: c4591001
Visit: POT_COVID_ILL 2-

Unscheduled Visit on Jan/10/2021

Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Status: Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

\Y,

ital Signs

1.

Date:

I

Vi

tal Signs Details

Record |dentifier:

SPO2 Pulse Oximetry %
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Date Time of Assess

Arterial Blood Gases

FiO2 (Fraction of Inhaled O

*** Confidential***

# ment P02 xygen) Form Instance
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Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 06-Jul-2020 21:52
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: OXYGENATION PARAMETERS

Form Status: Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

I

2. | Arterial Blood Gases PaO2
(mmHgQ):

[]

3. | FiO2 (Fraction of Inhaled
Oxygen):

[]
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:55

Form: CONCOMITANT MEDICATIONS -

VASOPRESSORS

Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: | () (4) Generated Time (GMT): 29-Mar-2021 11:56
4 Sponsor-Defin | Category for | Concomitant Medicat | Nameof M | Start | Form Instan
ed Identifier Medication ions Pre-specified edication Date ce
1 Repeating
Pages
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Header Text: c4591001
Visit: POT_COVID_ILL 2-

Unscheduled Visit on Jan/10/2021
Form Version: 06-Jul-2020 21:55

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS

Form Status: Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Concomitant Medications

1.

What isthe medication
identifier?

Category:

Concomitant Medications
Pre-specified:

Medication:

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

[]

Start Date:

1l

Ongoing?
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Header Text: c4591001

Form Version: 06-Jul-2
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Visit: POT_COVID_ILL 2 Form: IMAGING

020 21:53

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

*** Confidential***

Date of Assessm | Location of Assessm | Imaging Meth | Overall Assessm
# Form Instance
ent ent od ent
1. Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 06-Jul-2020 21:53
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: IMAGING

Form Status: Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Imaging

Date of Assessment: /!

Location of Assessment:

Type of Imaging Exam:

Plw(Dd]PF

Assessment:
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Header Text: c4591001
Visit: POT_COVID _CONVA 1 -

Subject No: 11521095
Generated By: | (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Unscheduled Visit on Feb/04/2021
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified
Site No: 1152 Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

*** Confidential***

Date of Visit

1. | Date of Visit Feb/4/2021

2. | Erroneous Visit

COVID-19 IllIness Visit

3. | COVID-19 Illness Visit: COVID_B1
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Form: ELECTRONIC SAMPLE TRACKING -
Unscheduled Visit on Feb/04/2021 IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---

Generated By: | () (4) Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE

2. | Sample Type SERUM

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

4. | 1f no samplewas collected or | [ ]
sample was not collected
according to protocol, please
provide reason:

Aliquot

Please enter barcode for each aliquot.

52 || sample ID [BRCMRF]
5b || sample 1D [BRCMRG]
5C || Sample ID [BS6KRV]

090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)
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Header Text: c4591001

Visit: Unplanned - New Unscheduled
Visit

Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Date of Visit

1. | Date of Visit //

2. | Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled
Visit

Form Version: 22-Apr-2020 21:04
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: UNPLANNED VISIT

Form Status: Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Unplanned Assessments

1. [ Assessments
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Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Oct/8/2020
Completion/Discontinuation
/Degth :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: []

*** Confidential***
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: DISPOSITION - FOLLOW-UP

Form Status: Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Disposition - Follow-Up

1.

Date of
Completion/Discontinuation
/Death :

I

Phase of Disposition:

Status:

Specify Status:

[]
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Header Text: c4591001

Visit: POT_COVID _REPEAT SWAB - Form: DATE OF VISIT - REPEAT SWAB
New Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Date of Visit

1.

Date of Visit

1l

2.

Erroneous Visit

COVID-19 Repeat Swab

3.

COVID-19 Repesat Swab:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_REPEAT SWAB - Form: ELECTRONIC SAMPLE TRACKING - REPEAT
New Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

SWAB

Form Status: Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Electronic Sample Tracking

1.

Data Origin

Sample Type

Sample Collected?

2
3.
4

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

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]
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Header Text: c4591001
Visit: Logs Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02
Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
AE Id
... | AdverseEve Isthe Adverse Ev | Form Insta
# Category | entifie Start Date . .
] nt ent Still Ongoing nce
1. ADVERS |1 urinary freque | Oct/6/2020 | NO Repesating
E EVEN ncy UNK:UNK | EndDate Time: Pages
T
Nov/1/2020 U
NK:UNK
2. ADVERS | 2 worsening of | Oct/29/202 | NO Repeating
E EVEN bipolar disord | 0 UNK:UN | End Date Time: Pages
T er K
Nov/6/2020 U
NK:UNK
3. DELETED | ADVERS |3 cough Nov/3/2020 | NO Repeating
E EVEN UNK:UNK | End Date Time: Pages
T
Nov/6/2020 U
NK:UNK
4. ADVERS | 4 Chills Feb/27/202 | NO Repeating
E EVEN 1UNK:UN | EndDate Time: Pages
T K
Feb/27/2021 U
NK:UNK
5. ADVERS |5 Myalgia Feb/27/202 | NO Repesating
E EVEN 1UNK:UN | EndDateTime: Pages
T K
Feb/27/2021 U
NK:UNK
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [urinary frequency]
(If possible specify
diagnosis, not individual
symptoms)
4. | Start Date Time: Oct/6/2020 UNK:UNK
5. | Isthe adverse event still NO
ongoing? End Date Time:
Nov/1/2020 UNK:UNK
6. | Toxicity Grade: 1
7. | Isthe adverse event serious? | NO

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical intervention
to prevent above outcomes).
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Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Frozen
Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: . (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
8. | Isthis adverse event the NO

result of a study Medication

Error?

If Yes, record the type of

medication error on the

Medication Error Log.
9. | Isthisevent related to study | NOT RELATED

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

OTHER
If Other, specify:
[unknown]

10. | Latest Action Taken with NOT APPLICABLE

Study Treatment:
11. | Was a Concomitant NO

Medication given?
12. | WasaNon-Drug Treatment | NO

given?
13. | What was the outcome of RECOVERED/RESOLVED

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

the subject to be

discontinued from the study?
15. | Serious Adverse Event [

Number: For Pfizer Use

Only

*** Confidential***
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Header Text: c4591001

Vigit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form
eCRF Audit Trail History
Form Audit Tralil

Adverse Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

[2]

3. | Adverse Event:

(If possible specify
diagnosis, not individual
symptoms)

[worsening of bipolar disorder]

4. | Start Date Time:

Oct/29/2020 UNK:UNK

5. | Isthe adverse event still
ongoing?

NO

End Date Time;
Nov/6/2020 UNK:UNK

6. | Toxicity Grade:
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Header Text: c4591001
Vigit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Frozen
Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: . (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
7. | Isthe adverse event serious? | YES
Is this serious event associated with congenital anomaly or
If Yes, NOTIFY PFIZER birth defect?
IMMEDIATELY. NO
Fatal; Life-threatening; Did this serious event result in death?
Inpatient hospitalization or NO
prolongation of existing
h_osp_lt_al Ization; Persistent or Did this serious event require or prolong hospitalization?
significant
S e . YES
disability/incapacity;
Congenital anomaly/birth Did th . It . anifi
defect; Important medical d'lsaé' I|_s s/(_arl ous everfl;[ result in persistent or significant
event (i.e. may jeopardize I\:O Hity/incapacity’
subject and may require
medical/surgical intervention o _ _
NO
Other medically important serious event
NO
8. | Isthis adverse event the NO
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.
9. | Isthisevent related to study | NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[historical condition with variability]
10. | Latest Action Taken with NOT APPLICABLE
Study Treatment:
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

11. | Was a Concomitant YES
Medication given?
12. | WasaNon-Drug Treatment | NO
given?
13. | What was the outcome of RECOVERED/RESOLVED
this adverse event?:
14. | Did the adverse event cause | NO
the subject to be
discontinued from the study?
15. | Serious Adverse Event [2020437860]

Number: For Pfizer Use
Only
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Header Text: c4591001
Vigit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Deleted

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Tralil

Adverse Event Report

*** Confidential***

1. | Category: ADVERSE EVENT
2. | AEID: [3]
3. | Adverse Event: [cough]

(If possible specify

diagnosis, not individual

symptoms)
4. | Start Date Time: Now/3/2020 UNK-UNK
5. | Isthe adverse event till NO

ongoing? EndDate Fime:

Now/6/2020 UNIK- NI

6. | Toxicity Grade: 1
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Deleted

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

*** THISREPEATING FORM HASBEEN DELETED ***

Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

Isthis adverse event the
result of a study Medication
Error?

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

Isthis event related to study
treatment:

10.

Latest Action Taken with
Study Treatment:

11

Woas a Concomitant
Medication given?
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Deleted

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

*** THISREPEATING FORM HASBEEN DELETED ***

the subject to be
discontinued from the study?

12. | WasaNon-Drug Treatment | NO
given?

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

14. | Did the adverse event cause | NO

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

*** Confidential***
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Header Text: c4591001

Vigit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form
eCRF Audit Trail History
Form Audit Tralil

Adverse Event Report

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

(If possible specify
diagnosis, not individual
symptoms)

4. | Start Date Time:

Feb/27/2021 UNK:UNK

5. | Isthe adverse event still
ongoing?

NO

End Date Time;
Feb/27/2021 UNK:UNK

6. | Toxicity Grade:
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT
Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

7.

Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

Isthis adverse event the
result of a study Medication
Error?

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

NO

Isthis event related to study
treatment:

RELATED

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11

Woas a Concomitant
Medication given?

NO

12.

Was a Non-Drug Treatment
given?

NO

13.

What was the outcome of
this adverse event?:

*** Confidential***

RECOVERED/RESOLVED
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

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

NO

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

Page 118 of 582

*** Confidential***
FDA-CBER-2021-5683-0941649




090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

Vigit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form
eCRF Audit Trail History
Form Audit Tralil

Adverse Event Report

(If possible specify
diagnosis, not individual
symptoms)

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

4. | Start Date Time:

Feb/27/2021 UNK:UNK

5. | Isthe adverse event still
ongoing?

NO

End Date Time;
Feb/27/2021 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: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT
Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

7.

Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

Isthis adverse event the
result of a study Medication
Error?

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

NO

Isthis event related to study
treatment:

RELATED

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11

Woas a Concomitant
Medication given?

NO

12.

Was a Non-Drug Treatment
given?

NO

13.

What was the outcome of
this adverse event?:

RECOVERED/RESOLVED
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

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

NO

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

*** Confidential***
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Header Text: c4591001

Vigt: Logs Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54

Site No: 1152 Site Name: (1152) California Research Foundation

Subject No: 11521095 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

# Categ | Medication | Start | Isthe medicatign error | Study Medicgtion E | Form Instan
ory Error Date Still Ongoing rrorsAction ce

1. Repeating

Pages

090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)
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Header Text: c4591001
Visit: Logs - Unscheduled Form: MEDICATION ERROR
Form Version: 17-Jul-2020 21:54 Form Status. Not Started
Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: . (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Back to Form
Medication Error
1. | Category:
2. | Medication Error (Type of []
Medication Error):
3. | Start Date: 1
4. | Isthe medication error still
ongoing?
5. | Latest Action Taken with
Study Treatment:
6. | Was a Concomitant
Medication given?
7. | WasaNon-Drug Treatment
given?
8. | Did the Medication Error
cause the subject to be
discontinued from the study?
9. | Was this medication error
associated with any adverse
events?
10. | Serious Adverse Event []
Number: For Pfizer Use
Only

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

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Sponsor-Defin | Category for

# 1 edIdentifier | Medication

Concomitant Medicat | Nameof M | Start | Form Instan
ions Pre-specified edication | Date ce

Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Concomitant Medications

1.

What isthe medication
identifier?

Category:

Concomitant Medications
Pre-specified:

Medication:

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

[]

Date:

1l

*** Confidential***
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Header Text: c4591001

Vigit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Sponsor -Defin | Category for

# 1 ed Identifier | Medication

Concomitant Medica | Name of M | Dose Des | Form Instan
tions Pre-specified edication | cription ce

Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03 Form Status. Not Started
Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: . (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Back to Form
Concomitant Medications
1. | What isthe medication [
identifier?
2. | Category:
3. | Concomitant Medications
Pre-specified:
4. | Medication: []
Provide the complete generic
drug name (including salt
form, where applicable).
Where generic nameis
unknown, enter the full trade
or proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).
5. | Dose: []
6. | Dose Unit:
7. | Dose Frequency:
8. | Route:
9. | Start Date: 1
10. | Ongoing?

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

Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

4 Catego | Treatment Ide | Con Non-Drug TreatmentsP | Treatm | Start D | Form Instanc
ry ntifier re-specified ent ate e
1 Repesating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: RADIATION TREATMENT

Form Status. Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Radiation Treatment

1.

Category:

2.

What is the treatment
Identifier?

[]

Concomitant Non-drug
Treatment Pre-specified:

Treatment:

[]

Start Date:

1l

Ongoing?

*** Confidential***
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Header Text: c4591001

Vigit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: TRANSFUSIONS

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

# Transfusion Type Date of Transfusion Form Instance
1. Repeating Pages
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: TRANSFUSIONS

Form Status. Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1.

Transfusion Type:

2.

Date of Transfusion;

I

*** Confidential***
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Date of Visit

1. | Date of Visit //

2. | Erroneous Visit
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H

U

eader Text: 4591001

Visit: Unplanned Vaccination -

nscheduled

Form Version: 20-Feb-2021 02:16
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: VITAL SIGNS- TEMP

Form Status: Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

\Y,

ital Signs

1.

Date:

I

Vi

tal Signs Details

Record |dentifier:

Temperature:

[]

Unit:

Temperature Location:

*** Confidential***
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 10-Dec-2020 02:26

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Vaccination

1.

Was there atemporary delay
of vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

I

Anatomical Location:

Body Side:

Route:

Actual Dose:

[]

Wl | N | ld]|w|D

Unit:

H
©

Timeframe Subject Was
Observed

|_\

. | Was the subject observed for

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

Site No: 1152
Subject No: 11521095

Header Text: c4591001
Visit: Unplanned Vaccination -

Form Version: 10-Oct-2020 15:57

Generated By: | (b) (4)

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

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: 1152
Subject No: 11521095

Generated By:

(b) (4)

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Contact Outcome

1.

Contact Type:

2.

Was contact made?

Comments:

[]
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Header Text: c4591001
Visit: Potential ReVax Initial Contact - Form: DATE OF VISIT

Subject No: 11521095
Generated By: | (b) (4)

Unscheduled
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
Site No: 1152 Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Date of Visit

1.

Date of Visit

Jan/29/2021

2.

Erroneous Visit

*** Confidential***
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Header Text: c4591001

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

Unscheduled

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

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

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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Header Text: c4591001
Visit: Disposition - Unscheduled

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form: TREATMENT UNBLINDED

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

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded :

Jan/29/2021

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: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: WITHDRAWAL OF CONSENT

Form Status: Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Withdrawal Of Consent

1.

Withdrawal of Consent Date

I

Page 140 of 582

*** Confidential***
FDA-CBER-2021-5683-0941671




090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001
Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: DEATH DETAILS CODED

Form Status: Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Death Details

1.

Date of Collection/
Notification of Death:

I

Cause of Death

2.

Cause of Death Status:

Cause of Death:

[]

*** Confidential***

Page 141 of 582

FDA-CBER-2021-5683-0941672




090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

Visit: V101 VAX3

Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Date of Visit

1. | Date of Visit

Feb/4/2021

2. | Erroneous Visit
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Header Text: c4591001
Visit: V101 VAX3

Form: INFORMED CONSENT - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status. Data Complete, Frozen, Verified
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Informed Consent - Further Vaccination

1.

Consent Was:

OBTAINED

Date Written Consent Obtained
Feb/4/2021
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:30
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA -
FURTHER VACCINATION

Form Status. Data Complete, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Form Comments

Inclusion Criteria Not M et

1.

Description of Inclusion Not Applicable

Criterion Not Met

Exclusion Criteria Met

2.

Description of Exclusion Not Applicable

Criterion Met
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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: 1152

Subject No: 11521095
Generated By: | (b) (4)

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

*** Confidential***

1. | Date of Feb/4/2021
Compl etion/Discontinuation
/Death :
2. | Phase of Disposition: REPEAT SCREENING 1
3. | Status: COMPLETED
4. | Specify Status: []
Page 145 of 582

FDA-CBER-2021-5683-0941676




090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001
Visit: V101 VAX3

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE

2. | Sample Type SERUM

3. | Sample Collected? NO

4. | If no sample was collected or | [COLLECTED AT COVID B1 SAME DAY
sample was not collected
according to protocol, please
provide reason:

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]

Page 146 of 582

*** Confidential***
FDA-CBER-2021-5683-0941677




090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001
Visit: V101 VAX3

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Feb/4/2021
4. | 1f no samplewas collected or | [ ]
sample was not collected
according to protocol, please
provide reason:
Aliquot

Please enter barcode for each aliquot.

5.a

Sample ID

[BRRLCZ]

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

Form Version: 10-Dec-2020 02:26

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form: VACCINATION

Form Status: Data Complete, Frozen, Verified
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay | NO
of vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Feb/4/2021 11:02
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was 30 MINUTES
Observed
11. | Was the subject observed for | YES
at least the protocol specified
observation period after
investigational product
administration?
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Header Text: c4591001
Visit: V102_VAX4
Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Date of Visit

1.

Date of Visit

Feb/26/2021

2.

Erroneous Visit

*** Confidential***
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Header Text: c4591001
Visit: V102 VAX4

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Feb/26/2021
4. | 1f no samplewas collected or | [ ]
sample was not collected
according to protocol, please
provide reason:
Aliquot

Please enter barcode for each aliquot.

5.a

Sample ID

[BRMTA4L]
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Header Text: c4591001
Visit: V102_VAX4
Form Version: 10-Dec-2020 02:26
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: VACCINATION

Form Status: Data Complete, Frozen, Verified
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

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

Vaccination
1. | Wasthere atemporary delay | NO
of vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Feb/26/2021 11:38
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was 30 MINUTES
Observed
11. | Was the subject observed for | YES

*** Confidential***
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Header Text: c4591001
Visit: V103 MONTH1

Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095
Generated By:

(b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Date of Visit

1.

Date of Visit

I

2.

Erroneous Visit
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Site No: 1152
Subject No: 11521095

Header Text: c4591001
Visit: V103_MONTH1
Form Version: 22-Apr-2020 21:04

Generated By: | (b) (4)

Form: CONTACT OUTCOME
Form Status: Not Started

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]

*** Confidential***
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Header Text: c4591001
Visit: V104 MONTH®6

Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095
Generated By:

(b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Date of Visit

1.

Date of Visit

I

2.

Erroneous Visit
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Site No: 1152
Subject No: 11521095

Header Text: c4591001
Visit: V104_MONTH6
Form Version: 22-Apr-2020 21:04

Generated By: | (b) (4)

Form: CONTACT OUTCOME
Form Status: Not Started

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

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
Site No: 1152

Subject No: 11521095
Generated By:

(b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Date of Visit

1.

Date of Visit

I

2.

Erroneous Visit
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Site No: 1152
Subject No: 11521095

Header Text: c4591001
Visit: V105_ MONTH18
Form Version: 22-Apr-2020 21:04

Generated By: | (b) (4)

Form: CONTACT OUTCOME
Form Status: Not Started

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]

*** Confidential***
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Header Text: c4591001
Vigit:
FURTHER_VACCINATION_EOT -
Unscheduled
Form Version: 20-Feb-2021 02:26
Site No: 1152

Subject No: 11521095
Generated By: " (b) (4)

Form: DISPOSITION - TREATMENT

Form Status. Not Started

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Disposition - Treatment

1.

Date of
Completion/Discontinuation
/Death :

I

Phase of Disposition:

Status:

Specify Status:

[

]
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: SUBJECT STATUS

Form Status. Data Complete, Verified

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Subject Status
1. | Subject Status FOLLOW-UP
2. | Subject Status Date Oct/8/2020

*** Confidential***
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

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

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature

Click Hereto Enable
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Header Text: c4591001
Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM
Unscheduled
Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Signed, Verified
Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Audit Trall
Thisform requires signing by a member of each of the following signature groups:
e CRF_Sign
Name Signature Date Type Action
Meaning
Donald Approved Mar-10-2021 23:14:45 (UTC-08:00) BOOK Signed
Brandon Pacific Time (US & Canada)
Affidavit:

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

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

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

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:29
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Item | Date

User Comment

Form | Aug-19-2020 14:40:13 (UTC-08:00) (b) Not Applicable

Pacific Time (US & Canada)

(4),
(b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 06-Jul-2020 21:54
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Pacific Time (US & Canada)

(b) (6)

Item | Date User Comment
Form | Nov-19-2020 14:51:20 (UTC-08:00) (b) Subject was hospitalized.
Pacific Time (US & Canada) (),
(b) (6)
Form | Nov-19-2020 14:50:39 (UTC-08:00) (b) Subject isin the hospital
Pacific Time (US & Canada) ),
(b) (6)
Form | Nov-13-2020 14:30:35 (UTC-08:00) | (b) (4), Subject isin the hospital

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Nov/06/2020

Form Version: 06-Jul-2020 21:54
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Item | Date User Comment
1 Nov-19-2020 14:50:39 (UTC-08:00) (b) Subject isin the hospital
Pacific Time (US & Canada) ),
(b) (6)
1 Nov-13-2020 14:30:35 (UTC-08:00) (b) (4), Subject isin the hospital
Pacific Time (US & Canada) (b) (6)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 06-Jul-2020 21:54
Site No: 1152

Subject No: 11521095

Generated By:

(b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Pacific Time (US & Canada)

(b) (6)

Item | Date User Comment
2 Nov-19-2020 14:50:39 (UTC-08:00) (b) Subject isin the hospital
Pacific Time (US & Canada) (),
(b) (6)
2 Nov-13-2020 14:30:35 (UTC-08:00) (b) (4), Subject isin the hospital

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Nov/06/2020

Form Version: 06-Jul-2020 21:54
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Item | Date User Comment
3 Nov-19-2020 14:50:39 (UTC-08:00) (b) Subject isin the hospital
Pacific Time (US & Canada) ),
(b) (6)
3 Nov-13-2020 14:30:35 (UTC-08:00) (b) (4), Subject isin the hospital
Pacific Time (US & Canada) (b) (6)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 06-Jul-2020 21:54
Site No: 1152

Subject No: 11521095

Generated By:

(b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Pacific Time (US & Canada)

(b) (6)

Item | Date User Comment
4 Nov-19-2020 14:50:39 (UTC-08:00) (b) Subject isin the hospital
Pacific Time (US & Canada) (),
(b) (6)
4 Nov-13-2020 14:30:35 (UTC-08:00) (b) (4), Subject isin the hospital

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Nov/06/2020

Form Version: 06-Jul-2020 21:54
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Item | Date User Comment
5 Nov-19-2020 14:50:39 (UTC-08:00) (b) Subject isin the hospital
Pacific Time (US & Canada) ),
(b) (6)
5 Nov-13-2020 14:30:35 (UTC-08:00) (b) (4), Subject isin the hospital
Pacific Time (US & Canada) (b) (6)
Not Done
Page 168 of 582

*** Confidential***
FDA-CBER-2021-5683-0941699




090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 06-Jul-2020 21:54
Site No: 1152

Subject No: 11521095

Generated By:

(b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

*** Confidential***

Item | Date User Comment
6 Nov-19-2020 14:50:39 (UTC-08:00) (b) Subject isin the hospital
Pacific Time (US & Canada) ),
(b) (6)
6 Nov-13-2020 14:30:35 (UTC-08:00) (b) (4), Subject isin the hospital
Pacific Time (US & Canada) (b) (6)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Nov/06/2020

Form Version: 06-Jul-2020 21:54
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Item | Date User Comment
7 Nov-19-2020 14:50:39 (UTC-08:00) (b) Subject isin the hospital
Pacific Time (US & Canada) (),
(b) (6)
7 Nov-13-2020 14:30:35 (UTC-08:00) (b) (4), Subject isin the hospital

Pacific Time (US & Canada)

(b) (6)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 06-Jul-2020 21:54
Site No: 1152

Subject No: 11521095

Generated By:

(b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Pacific Time (US & Canada)

(b) (6)

Item | Date User Comment
8 Nov-19-2020 14:50:39 (UTC-08:00) (b) Subject isin the hospital
Pacific Time (US & Canada) (),
(b) (6)
8 Nov-13-2020 14:30:35 (UTC-08:00) (b) (4), Subject isin the hospital

Not Done

Page 171 of 582

*** Confidential***

FDA-CBER-2021-5683-0941702




090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Nov/06/2020

Form Version: 06-Jul-2020 21:54
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Item | Date User Comment
9 Nov-19-2020 14:50:39 (UTC-08:00) (b) Subject isin the hospital
Pacific Time (US & Canada) (),
(b) (6)
9 Nov-13-2020 14:30:35 (UTC-08:00) (b) (4), Subject isin the hospital

Pacific Time (US & Canada)

(b) (6)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 06-Jul-2020 21:53
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Item

Date

Comment

Form

Nov-19-2020 15:02:43 (UTC-08:00)
Pacific Time (US & Canada)

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

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Nov/06/2020

Form Version: 06-Jul-2020 21:53
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: RESPIRATORY TREATMENT - Comments

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Item

Date

User

Comment

1

Nov-19-2020 15:02:43 (UTC-08:00)
Pacific Time (US & Canada)

(b)
(4),
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Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Item

Date

User

Comment

8

Jan-11-2021 20:50:54 (UTC-08:00)
Pacific Time (US & Canada)

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

SUBJECT DECLINED

Not Done

Page 297 of 582

*** Confidential***

FDA-CBER-2021-5683-0941828




090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2-

Unscheduled Visit on Jan/10/2021

Form Version: 06-Jul-2020 21:54
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Item

Date

User

Comment

9

Jan-11-2021 20:50:54 (UTC-08:00)
Pacific Time (US & Canada)

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

SUBJECT DECLINED

Not Done
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Form Version: 10-Dec-2020 02:30
Site No: 1152

Subject No: 11521095

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: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Item

Date

User

Comment

Form

Feb-05-2021 23:17:43 (UTC-08:00)
Pacific Time (US & Canada)

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

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form Version: 22-Apr-2020 21:04
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Status. Data Complete, Signed, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

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

e CRF_Sign
Name Signature Date Type Action
Meaning
Donald Approved Mar-10-2021 23:14:45 (UTC-08:00) BOOK Signed
Brandon Pacific Time (US & Canada)
Affidavit:

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

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

signature.

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

below.
(b) (6) N/A Feb-05-2021 23:13:02 (UTC-08:00) Edit - All
Pacific Time (US & Canada) signatures
invalidated

Affidavit:

N/A
Donald Approved Jan-25-2021 19:47:40 (UTC-08:00) BOOK Signed
Brandon Pacific Time (US & Canada)
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Header Text: c4591001

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

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

Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Affidavit:

By my dated signature below, |, DonaldBrandon, 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 Federa Regulations, thisisto certify that |
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

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

(b) (6) N/A Jan-23-2021 13:18:10 (UTC-08:00) Edit - All
Pacific Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Donald Approved Jan-21-2021 10:39:28 (UTC-08:00) BOOK Signed
Brandon Pacific Time (US & Canada)
Affidavit:

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

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

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

(b) (6) N/A Jan-11-2021 20:41:37 (UTC-08:00) Edit - All
Pacific Time (US & Canada) signatures
invalidated
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Header Text: c4591001

Vigit: Investigator Signature -
Unscheduled

Form Version: 22-Apr-2020 21:04
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Status. Data Complete, Signed, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Affidavit:

N/A
Donald Approved Dec-02-2020 08:44:05 (UTC-08:00) BOOK Signed
Brandon Pacific Time (US & Canada)

Affidavit:

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

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

signature.

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

below.
(b) (6) N/A Nov-30-2020 14:49:10 (UTC-08:00) Edit - All
Pacific Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Donald Approved Nov-24-2020 20:09:28 (UTC-08:00) BOOK Signed
Brandon Pacific Time (US & Canada)
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Header Text: c4591001

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

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

Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Affidavit:

By my dated signature below, |, DonaldBrandon, 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 Federa Regulations, thisisto certify that |
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

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

(b) (6) N/A Nov-19-2020 14:50:39 (UTC-08:00) Edit - All
Pacific Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Donald Approved Nov-16-2020 12:25:42 (UTC-08:00) BOOK Signed
Brandon Pacific Time (US & Canada)
Affidavit:

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

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

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

(b) (6) N/A Nov-16-2020 06:19:52 (UTC-08:00) Edit - All
Pacific Time (US & Canada) signatures
invalidated
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Header Text: c4591001

Vigit: Investigator Signature -
Unscheduled

Form Version: 22-Apr-2020 21:04
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Status. Data Complete, Signed, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Affidavit:

N/A
Donald Approved Nov-14-2020 15:32:02 (UTC-08:00) BOOK Signed
Brandon Pacific Time (US & Canada)

Affidavit:

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

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

signature.

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

below.
(b) (6) N/A Nov-13-2020 13:44:36 (UTC-08:00) Edit - All
Pacific Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Donald Approved Nov-13-2020 09:50:31 (UTC-08:00) BOOK Signed
Brandon Pacific Time (US & Canada)

Page 304 of 582

*** Confidential***
FDA-CBER-2021-5683-0941835




090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

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

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

Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Affidavit:

By my dated signature below, |, DonaldBrandon, 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 Federa Regulations, thisisto certify that |
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

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

(b) (6) N/A Nov-12-2020 13:40:37 (UTC-08:00) Edit - All
Pacific Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Donald Approved Oct-27-2020 15:23:07 (UTC-08:00) BOOK Signed
Brandon Pacific Time (US & Canada)
Affidavit:

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

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

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

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

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

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

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:35:34 b(4)é 24 JUL 2020
(UTC-08:00) (©) (6)
Pacific Time (US
& Canada)
2. Select appropriate response - What cohort does the subject belong to?
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
14:35:34 é“)é STAGE 3 COHORTS
(UTC-08:00) (b) (6)
Pacific Time (US
& Canada)
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Header Text: c4591001
Visit: COHORT_SELECTION

Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: MAIN INFORMED CONSENT - eCRF Audit Trall
History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Consent Was:
Date Location User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:35:44 b(4)é OBTAINED
(UTC-08:00) (0) (6) Date Written Consen
Pacific Time (US t Obtained
& Canada)
Aug/19/2020

*** Confidential***
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Header Text: c4591001

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

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

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

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Subject ID
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Item copied
14:35:24 (autocalc) | 11521095 from previous
(UTC-08:00) form
Pacific Time (US &
Canada)
2. Birth Date:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment
14:35:19 (autocalc) [(b) (6) 1953 Entry
(UTC-08:00)
Pacific Time (US &
Canada)
3. Sex:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
14:36:50 b(4)'6 MALE
(UTC-08:00) (6) (6)
Pacific Time (US
& Canada)
4. Ethnicity:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) (6) Data Entry: Initial Entry
14:36:50 NOT HISPANIC OR
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History
Form Version: 06-Jul-2020 21:55 Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---

Generated By: . (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
(UTC-08:00) (b) (4) LATINO(A) OR OF S

Pacific Time (US PANISH ORIGIN

& Canada)

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

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:36:50 é4);3 WHITE
(UTC-08:00) ®)(
Pacific Time (US
& Canada)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:37:50 (4), Aug/19/2020

(UTC-08:00) (b) (6

Pacific Time (US

& Canada)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

History

Form: DISPOSITION - SCREENING - eCRF Audit Trail

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Date of Completion/Discontinuation/Death

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:40:34 b(4)é Aug/19/2020

(UTC-08:00) (0) (6)

Pacific Time (US

& Canada)

2. Phase of Disposition:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:40:34 (autocalc) | SCREENING

(UTC-08:00)

Pacific Time (US &

Canada)

3. Status:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:40:34 b(4)'6 COMPLETED

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

la
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:46:24 (autocalC) | Line/MH Nu 1
(UTC-08:00) mber:
Pacific Time (US & Medical Hist osteoarth
Canada) ory Term:  ritis

Start Date:  UNK/UN

K/1971
Ongoing: YES

l.aLine/MH Number:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:46:24 (autocalc) |1

(UTC-08:00)

Pacific Time (US &

Canada)

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

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:46:24 (b()4%é) osteoarthritis

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
1l.a Start Date:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:46:24 b(4)é UNK/UNK/1971
(UTC-08:00) (6) (®)
Pacific Time (US
& Canada)
1.a Ongoing:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
14:46:24 b(4)-6 YES
(UTC-08:00) (©) (®)
Pacific Time (US
& Canada)
1b
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:47:10 (autocalc) | Line/MH Nu 2
(UTC-O&OO) mber:
Pacific Time (US & Medical Hist hypertens
Canada) ory Term:  ion

Start Date: UNK/UN

K/2008
Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

1.bLine/MH Number:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:47:10 (autocalc) |2

(UTC-08:00)

Pacific Time (US &

Canada)

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

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
14:47:10 é“)'s hypertension

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

1.b Start Date:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:47:10 b(4)'6 UNK/UNK/2008

(UTC-08:00) (©) ®)

Pacific Time (US

& Canada)

1.b Ongoing:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:47:10 b(4)25 YES

(UTC-08:00) ®)(
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Pacific Time (US ‘

& Canada)

lc

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:48:49 (autocalc) | Line/lMH N 3

(UTC-08:00) umber:

Pecific Time (US & Medical Hi Typell dia

Canada)

story Term betes

Start Dates UNK/UNK
/1995

Ongoing: NO

UNK/U
NK/200
7

End Date:
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Header Text: c4591001

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

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

Site No: 1152 Site Name: (1152) California Research Foundation

Subject No: 11521095 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

1l.cLine/MH Number:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:48:49 (autocalc) |3

(UTC-08:00)

Pacific Time (US &

Canada)

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

090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
14:48:49 b(4)-6 Type |l diabetes

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

1.c Start Date:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
14:48:49 b(4)'6 UNK/UNK/1995

(UTC-08:00) (©) ®)

Pacific Time (US

& Canada)

1.c Ongoing:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:48:49 b(4)é NO

(UTC-08:00) ®)( End Date:
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Pacific Time (US ‘

& Canada) UNK/UNK/2007

1d

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:50:24 (autocalc) | Line/lMH N 4

(UTC-08:00) umber:

Canada)

story Term

Start Dates UNK/UNK
/2014

Ongoing: NO

UNK/U
NK/201
7

End Date:
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

1.d Line/MH Number:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:50:24 (autocalc) |4

(UTC-08:00)

Pacific Time (US &

Canada)

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

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
14:50:24 b(4)-6 anemia

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

1.d Start Date;

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
14:50:24 b(4)'6 UNK/UNK/2014

(UTC-08:00) (©) ®)

Pacific Time (US

& Canada)

1.d Ongoing:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
14:50:24 b(4)25 NO

(UTC-08:00) ®)( End Date:
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Pacific Time (US ‘

& Canada) UNK/UNK/2017

le

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:52:17 (autocalc) | LinelMH N 5

(UTC-08:00) umber:

Pecific Time (US & Medical Hi nervous bre

Canada)

story Term akdoen

Start Dates UNK/UNK
/1972
Ongoing: NO
End Date:

UNK/U
NK/197
2
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Header Text: c4591001

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

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

Site No: 1152 Site Name: (1152) California Research Foundation

Subject No: 11521095 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

l.eLine/MH Number:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:52:17 (autocalc) |5

(UTC-08:00)

Pacific Time (US &

Canada)

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

090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
14:52:17 é“)'s nervous breakdoen

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

1.e Start Date:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
14:52:17 b(4)'6 UNK/UNK/1972

(UTC-08:00) (b) (6)

Pacific Time (US

& Canada)

1.e Ongoing:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:52:17 b(4)25 NO

(UTC-08:00) ®)( End Date:
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1152
Subject No: 11521095

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Pacific Time (US
& Canada) UNK/UNK/1972
1f
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:53:31 (autocalc) | Line/MH Nu 6
(UTC-08:00) mber:
(F;ac';CT'me(US& Medical Hist anxiety
anada) ory Term:
Start Date:.  UNK/UN
K/1972
Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

1.f Line/MH Number:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:53:31 (autocalc) |6

(UTC-08:00)

Pacific Time (US &

Canada)

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

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
14:53:31 b(4)-6 anxiety

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

1.f Start Date:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:53:31 b(4)'6 UNK/UNK/1972

(UTC-08:00) (©) ®)

Pacific Time (US

& Canada)

1.f Ongoing:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:53:31 b(4)25 YES

(UTC-08:00) ®)(
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1152
Subject No: 11521095

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Pacific Time (US ‘ ‘
& Canada)
1g
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: New
14:19:54 (b) (6) LineeMH 7 Information
(UTC-08:00) Number:
Pecific Time (US Medical Hi Bipolar d
& Canada) story Term epressio
: n
Start Date: UNK/U
NK/1972
Ongoing: YES
Aug-19-2020 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
14:53:56 (autocalc) LineeMH N 7
(UTC-08:00) umber:
Pacific Time (US Medical Hi depress
& Canada) story Term: on
Start Date:. UNK/U
NK/197
2
Ongoing:  YES

*** Confidential***

Page 323 of 582

FDA-CBER-2021-5683-0941854




090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

1.g Line/MH Number:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:53:56 (autocalc) |7

(UTC-08:00)

Pacific Time (US &

Canada)

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

Date L ocation User Value Reason
Nov-14-2020 ACVOPFEINFP6000 |Giselle Query 1: Closed Appreciate the
12:20:24 Cadtillo prompt
(UTC-08:00) (b) (4) response.
Pacific Time (US Thank you.

& Canada)

Nov-13-2020 ACVOPFEINFP6000 | auto query Query 1: Answered New

14:19:54 (autoquery) Information
(UTC-08:00)

Pacific Time (US

& Canada)

Nov-13-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: New

14:19:54 (b) (6) Bipolar depression | Information
(UTC-08:00)

Pacific Time (US

& Canada)

Nov-13-2020 ACVOPFEINFP6000 | Giselle Query 1: Opened A history of
13:43:36 Castillo depression has
(UTC-08:00) (b) (4) been recorded
Pacific Time (US here. However,
& Canada) Case narrative
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

described a
case of bipolar
depression.
Please revise
psychiatric
diagnosis.
Thank you.

Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

14:53:56 kf“)é depression

(UTC-08:00) (b) (®)

Pacific Time (US

& Canada)

1.g Start Date:

Date L ocation User Value Reason

Aug-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

14:53:56 é4)25 UNK/UNK/1972

(UTC-08:00) ®) (

Pacific Time (US

& Canada)

1.g Ongoing:

Date L ocation User Value Reason

Aug-19-2020 ACVOPFEINFP6000 |- (b) DataEntry: Initial Entry

14:53:56 b(4)'6 YES

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

1.h

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

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Aug-19-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:54:35 (autocalc) | Line/MH Nu 8
(UTC-08:00) mber:
Pacific Time (US & Medical Hist insomnia
Canada) ory Term:
Start Date:  UNK/UN

K/2010
Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

1.h Line/MH Number:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:54:35 (autocalc) |8

(UTC-08:00)

Pacific Time (US &

Canada)

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

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
14:54:35 l:f4)’6 insomnia

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

1.h Start Date:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
14:54:35 b(4)'6 UNK/UNK/2010

(UTC-08:00) (©) ®)

Pacific Time (US

& Canada)

1.h Ongoing:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
14:54:35 b(4)25 YES

(UTC-08:00) ®)(
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1152
Subject No: 11521095

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Pacific Time (US
& Canada)
1i
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Spelling error.
14:55:46 é4)25 LineMH N 9
(UTC-08:00) () ( umber:
& Canada) story Term a
Start Date: UNK/U
NK/198
9
Ongoing:  YES
Aug-19-2020 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
14:55:24 (autocalc) LineeMH N 9
(UTC-08:00) umber:
Pacific Time (US Medical Hi dispepsi
& Canada) story Term a
Start Date: UNK/U
NK/198
9
Ongoing: YES
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

1.i Line/MH Number:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:55:24 (autocalc) |9

(UTC-08:00)

Pacific Time (US &

Canada)

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

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Spelling error.
14:55:46 (tf)‘l%ﬁ) dyspepsia

(UTC-08:00)

Pacific Time (US

& Canada)

Aug-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
14:55:24 ( b()‘% dispepsia

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1.i Start Date:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:55:24 b(4)é UNK/UNK /1989
(UTC-08:00) (b) (6)
Pacific Time (US
& Canada)
1.i Ongoing:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
14:55:24 b(4)'6 YES
(UTC-08:00) () (©)
Pacific Time (US
& Canada)
1]
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:56:33 (autocalc) | Line/MH Nu 10
(UTC-08:00) mber:
Pacific Time (US & Medical Higt irritable b
Canada) ory Term:  owsel
Start Date:  UNK/UN
K/2000
Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

1.j Line/MH Number:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:56:33 (autocalc) | 10

(UTC-08:00)

Pacific Time (US &

Canada)

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

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |- (b) DataEntry: Initial Entry
14:56:33 é“)-s irritable bowel

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

1, Start Date:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) DataEntry: Initial Entry
14:56:33 b(4)'6 UNK/UNK/2000

(UTC-08:00) (©) ®)

Pacific Time (US

& Canada)

1.j Ongoing:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:56:33 b(4)25 YES

(UTC-08:00) ®)(
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Header Text: c4591001

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

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Pacific Time (US ‘ ‘
& Canada)
1.k
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:57:50 (autocalc) | LinelMH N 11
(UTC-08:00) umber:
Pacific Time (US & Medical Hi seborrheic
Canada) story Term: dermatitis

Start Date: UNK/UN

K/1995
Ongoing: YES

090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

1.k Line/MH Number:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:57:50 (autocalc) |11
(UTC-08:00)
Pacific Time (US &
Canada)
1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:57:50 é“)'s seborrheic dermatitis
(UTC-08:00) (©) (®)
Pacific Time (US
& Canada)
1.k Start Date:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
14:57:50 b(4)'6 UNK/UNK/1995
(UTC-08:00) (©) ®)
Pacific Time (US
& Canada)
1.k Ongoing:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
14:57:50 b(4)25 YES
(UTC-08:00) ®)(
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1152
Subject No: 11521095

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Pacific Time (US
& Canada)
1l
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
15:41:56 (autocalc) | Line/MH 12
(UTC—O8:00) Number:
Pecific Time (US & Medical arthroscopic s
Canada) History urgery right k
Term: nee
Start Dat UNK/UNK/2
e 015
Ongoing: NO
End Date:
UNK/UN
K/2015
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Site No: 1152

Form Version: 22-Apr-2020 21:03

Subject No: 11521095

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

1.1 Line/MH Number:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
15:41:56 (autocalc) |12

(UTC-08:00)

Pacific Time (US &

Canada)

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

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
15:41:56 é“)'s arthroscopic surgery ri

(UTC-08:00) (©) (®) ght knee

Pacific Time (US

& Canada)

1.| Start Date:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:41:56 b(4)'6 UNK/UNK/2015

(UTC-08:00) (©) ®)

Pacific Time (US

& Canada)

1.1 Ongoing:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:41:56 b(4)25 NO

(UTC-08:00) ®)( End Date:
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Pacific Time (US ‘

& Canada) UNK/UNK/2015
1m
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
15:44:22 (autocalc) | Line/MH Nu 13
(UTC-08:00) mber:
Pacific Time (US& M edical Hist hypOthyI’
Canada) ory Teem:  oid

Start Date:  UNK/UN

K/1990
Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

1.mLine/MH Number:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
15:44:22 (autocalc) |13

(UTC-08:00)

Pacific Time (US &

Canada)

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

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
15:44:22 é“)'s hypothyroid

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

1.m Start Date:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:44:22 b(4)'6 UNK/UNK/1990

(UTC-08:00) (©) ®)

Pacific Time (US

& Canada)

1.m Ongoing:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:44:22 b(4)25 YES

(UTC-08:00) ®)(
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Pacific Time (US ‘

& Canada)

1n

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
15:45:07 (autocalc) | Line/lMH N 14

(UTC-08:00) umber

Pacific Time (US& Medical Hi colitis

Canada)

story Term

Start Dates UNK/UNK
/2000

Ongoing: NO

UNK/U
NK/201
7

End Date:
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

1.n Line/MH Number:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
15:45:07 (autocalc) |14
(UTC-08:00)
Pacific Time (US &
Canada)
1.n Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
15:45:07 é“)é colitis
(UTC-08:00) (©) (®)
Pacific Time (US
& Canada)
1.n Start Date:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:45:07 b(4)'6 UNK/UNK/2000
(UTC-08:00) (©) ®)
Pacific Time (US
& Canada)
1.n Ongoing:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:45:07 b(4)25 NO
(UTC-08:00) ®)( End Date:

Page 339 of 582

*** Confidential***

FDA-CBER-2021-5683-0941870




090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Pacific Time (US ‘

& Canada) UNK/UNK/2017
1.0
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
15:45:28 (autocalc) | Line/MH Nu 15
(UTC-08:00) mber:
Canada) ory Term:  codeine

Start Date:  UNK/UN

K/1983
Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

l.oLine/MH Number:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
15:45:28 (autocalc) |15
(UTC-08:00)
Pacific Time (US &
Canada)
1.0 Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
15:45:28 é“)'s allergy to codeine
(UTC-08:00) (©) (®)
Pacific Time (US
& Canada)
1.0 Start Date:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:45:28 b(4)'6 UNK/UNK /1983
(UTC-08:00) (©) ®)
Pacific Time (US
& Canada)
1.0 Ongoing:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:45:28 b(4)25 YES
(UTC-08:00) ®)(
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Pacific Time (US ‘

& Canada)
1p
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
15:46:04 (autocalc) | LineMH N 16
(UTC-08:00) umber:
Canada) tory Term: thorazine

Start Date:  UNK/UN

K/1983
Ongoing:  YES
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

1.p Line/MH Number:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
15:46:04 (autocalc) |16
(UTC-08:00)
Pacific Time (US &
Canada)
1.p Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
15:46:04 é“)'s allergy to thorazine
(UTC-08:00) (©) (®)
Pacific Time (US
& Canada)
1.p Start Date:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:46:04 b(4)'6 UNK/UNK/1983
(UTC-08:00) (©) ®)
Pacific Time (US
& Canada)
1.p Ongoing:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:46:04 b(4)25 YES
(UTC-08:00) ®)(
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Pacific Time (US ‘

& Canada)

1q

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
15:54:.47 (autocalc) | Line/lMH N 17

(UTC-08:00) umber:

P&lflCTlme(Us& Medical Hi gast”bep

Canada)

story Term ass

Start Dates UNK/UNK
/2012
Ongoing: NO
End Date:

UNK/U
NK/201
2
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

1.g Line/MH Number:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
15:54:47 (autocalc) |17
(UTC-08:00)
Pacific Time (US &
Canada)
1.q Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
15:54:47 é“)'s gastric bypass
(UTC-08:00) (©) (®)
Pacific Time (US
& Canada)
1.q Start Date:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:54:47 b(4)'6 UNK/UNK/2012
(UTC-08:00) (©) ®)
Pacific Time (US
& Canada)
1.9 Ongoing:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) DataEntry: Initial Entry
15:54:47 b(4)é NO
(UTC-08:00) ®)( End Date:
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1152
Subject No: 11521095

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Pacific Time (US
& Canada) UNK/UNK/2012
1r
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
15:55:22 (autocalc) | Line/lMH 18
(UTC—O8:00) Number:
Pecific Time (US & Medical arthroscopic
Canada) History T surgery left k
erm: nee
Start Dat UNK/UNK/1
e 970
Ongoing: NO
End Date:
UNK/UN
K/1970
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Site No: 1152

Generated By:

Form Version: 22-Apr-2020 21:03

Subject No: 11521095
(b) (4)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

1.r Line/MH Number:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
15:55:22 (autocalc) |18

(UTC-08:00)

Pacific Time (US &

Canada)

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

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
15:55:22 é“)'s arthroscopic surgery le

(UTC-08:00) (©) (®) ft knee

Pacific Time (US

& Canada)

1.r Start Date:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:55:22 b(4)'6 UNK/UNK/1970

(UTC-08:00) (©) ®)

Pacific Time (US

& Canada)

1.r Ongoing:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:55:22 b(4)25 NO

(UTC-08:00) ®)( End Date:
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1152
Subject No: 11521095

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Pacific Time (US
& Canada) UNK/UNK/1970
1s
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
15:55:41 (autocalc) | Line/lMH 19
(UTC—O8:00) Number:
Pecific Time (US & Medical arthroscopic
Canada) History T surgery left k
erm: nee
Start Dat UNK/UNK/1
e 985
Ongoing: NO
End Date:
UNK/UN
K/1985
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

1.sLineg/MH Number:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
15:55:41 (autocalc) |19

(UTC-08:00)

Pacific Time (US &

Canada)

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

*** Confidential***

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
15:55:41 é“)'s arthroscopic surgery le
(UTC-08:00) (©) (®) ft knee
Pacific Time (US
& Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1.s Start Date:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:55:41 b(4)é UNK/UNK/1985

(UTC-08:00) (b) (6)

Pacific Time (US

& Canada)

1.sOngoing:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:55:41 b(4)'6 NO

(UTC-08:00) (©) (®) End Date:

Pacific Time (US

& Canada) UNK/UNK/1985

1t

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
15:56:03 (autocalc) | Line/lMH 20

(UTC-08:00) Number:

Pacific Time (US &
Canada)

Medical arthroscopic
History T surgery left k

erm: nee
Start Dat UNK/UNK/1
€ 991
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Ongoing: NO
End Date:

UNK/UN
K/1991
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

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

Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

1.t Line/MH Number:

090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
15:56:03 (autocalc) |20

(UTC-08:00)

Pacific Time (US &

Canada)

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

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
15:56:03 é“)'s arthroscopic surgery le

(UTC-08:00) (©) (®) ft knee

Pacific Time (US

& Canada)

1.t Start Date:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:56:03 b(4)'6 UNK/UNK /1991

(UTC-08:00) (©) ®)

Pacific Time (US

& Canada)

1.t Ongoing:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:56:03 b(4)25 NO

(UTC-08:00) ®)( End Date:

Page 352 of 582

*** Confidential***
FDA-CBER-2021-5683-0941883




090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Pacific Time (US ‘

& Canada) UNK/UNK/1991

lu

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
15:56:43 (autocalc) | Line/lMH N 21

(UTC-08:00) umber:

Pacific Time (US & Medical Hi cervical dis

Canada)

story Term c disease

Start Date: UNK/UNK
/2010
Ongoing: NO
End Date:

UNK/U
NK/201
0
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

1l.u Lineg/MH Number:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
15:56:43 (autocalc) |21
(UTC-08:00)
Pacific Time (US &
Canada)
1.u Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
15:56:43 é“)'s cervical disc disease
(UTC-08:00) (©) (®)
Pacific Time (US
& Canada)
1.u Start Date:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:56:43 b(4)'6 UNK/UNK/2010
(UTC-08:00) (©) ®)
Pacific Time (US
& Canada)
1.u Ongoing:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) DataEntry: Initial Entry
15:56:43 b(4)25 NO
(UTC-08:00) ®)( End Date:
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Pacific Time (US ‘

& Canada) UNK/UNK/2010

lv

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
15:57:10 (autocalc) | LineelMH 22

(UTC-08:00) Number:

Pacific Time (US & Medical Hi cervical dis

Canada)

story Term c surgery

Start Date: UNK/UNK
/2010
Ongoing: NO
End Date:

UNK/U
NK/201
0
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Header Text: c4591001

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

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

Site No: 1152 Site Name: (1152) California Research Foundation

Subject No: 11521095 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

1.vLine/MH Number:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
15:57:10 (autocalc) |22

(UTC-08:00)

Pacific Time (US &

Canada)

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

090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
15:57:10 é“)'s cervical disc surgery

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

1lv Start Date;

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:57:10 b(4)'6 UNK/UNK/2010

(UTC-08:00) (©) ®)

Pacific Time (US

& Canada)

1.v Ongoing:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:57:10 b(4)25 NO

(UTC-08:00) ®)( End Date:
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Pacific Time (US
& Canada) UNK/UNK/2010
1w
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
15:57:40 (autocalc) | LineelMH 23
(UTC—O8:00) Number:
Pecific Time (US & Medical thoracic spin
Canada) History T edisc diseas

erm: e

Start Dat UNK/UNK/

€ 2013

Ongoing: NO

End Date:
UNK/UN
K/2013
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

1.wLine/MH Number:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
15:57:40 (autocalc) |23

(UTC-08:00)

Pacific Time (US &

Canada)

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

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
15:57:40 é“)'s thoracic spine disc dis

(UTC-08:00) (©) (®) ease

Pacific Time (US

& Canada)

1.w Start Date:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:57:40 b(4)'6 UNK/UNK/2013

(UTC-08:00) (©) ®)

Pacific Time (US

& Canada)

1.w Ongoing:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:57:40 b(4)25 NO

(UTC-08:00) ®)( End Date:
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090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Pacific Time (US ‘

& Canada) UNK/UNK/2013

1.x

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
15:58:23 (autocalc) | Line/lMH N 24

(UTC—O8:00) umber:

PaCIfIC Time (US& Medlcal H| wrgery T-3

Canada)

story Term disc

Start Dates UNK/UNK
/2013
Ongoing: NO
End Date:

UNK/U
NK/201
3
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090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

1.x Line/MH Number:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
15:58:23 (autocalc) |24
(UTC-08:00)
Pacific Time (US &
Canada)
1.x Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
15:58:23 é“)'s surgery T-3 disc
(UTC-08:00) (©) (®)
Pacific Time (US
& Canada)
1.x Start Date:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:58:23 b(4)'6 UNK/UNK/2013
(UTC-08:00) (©) ®)
Pacific Time (US
& Canada)
1.x Ongoing:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:58:23 b(4)25 NO
(UTC-08:00) ®)( End Date:
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090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Pacific Time (US ‘

& Canada) UNK/UNK/2013

ly

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
16:00:03 (autocalc) | LineelMH 25

(UTC-08:00) Number:

Pecific Time (US & Medical Hi hyoid bone

Canada)

story Term removed

Start Date: UNK/UNK
/1990
Ongoing: NO
End Date:

UNK/U
NK/199
0
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Header Text: c4591001

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

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

Site No: 1152 Site Name: (1152) California Research Foundation

Subject No: 11521095 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

1y Line/MH Number:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
16:00:03 (autocalc) |25

(UTC-08:00)

Pacific Time (US &

Canada)

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

090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
16:00:03 é“)'s hyoid bone removed

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

ly Start Date:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
16:00:03 b(4)'6 UNK/UNK/1990

(UTC-08:00) (©) ®)

Pacific Time (US

& Canada)

1.y Ongoing:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
16:00:03 b(4)25 NO

(UTC-08:00) ®)( End Date:
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Pacific Time (US
& Canada)

UNK/UNK/1990
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090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28

Site No: 1152

Subject No: 11521095

Generated By:

(b) (4)

Form: VITAL SIGNS- BASELINE - eCRF Audit Trail

History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Date:

Date Location User Value Reason

Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

16:02:02 b(4)é Aug/19/2020

(UTC-08:00) (0) (6)

Pacific Time (US

& Canada)

2. Weight:

Date L ocation User Value Reason

Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

16:02:02 b(“)é5 181.4

(UTC-08:00) ®)(

Pacific Time (US

& Canada)

3. Unit;

Date L ocation User Value Reason

Aug-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry

16:02:02 b(4)'6 LB

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

4. Height:

Date L ocation User Value Reason
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090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Site No: 1152

Form Version: 30-Jul-2020 21:28

Subject No: 11521095

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

History

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---

€

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Aug-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
16:02:02 b(4)'6 68.5

(UTC-08:00) (6) (6)

Pacific Time (US

& Canada)

5. Unit:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
16:02:02 b(4)é in

(UTC-08:00) ®)(

Pacific Time (US

& Canada)

6. Body Mass | ndex:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
16:02:02 (autocalc) |27.2

(UTC-08:00)

Pacific Time (US &

Canada)

7.a

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
16:02:02 o ) Record Ide 1

(UTC-08:00) ntifier::

Pacific Time (US Temperatur 98.1

& Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: VITAL SIGNS - BASELINE - eCRF Audit Trall
History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Temperatur F

e Unit:

Temperatur ORAL

elLocation:: CAVIT

Y
7.a Record | dentifier:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
16:02:02 b(4)'6 1
(UTC-08:00) (©) (®)
Pacific Time (US
& Canada)
7.a Temperature:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
16:02:02 b(4)'6 98.1
(UTC-08:00) (6) (®)
Pacific Time (US
& Canada)
7.aUnit;
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
16:02:02 b(4)é F
(UTC-08:00) ®)(
Pacific Time (US
& Canada)
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090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: VITAL SIGNS- BASELINE - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

7.a Temperature Location:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
16:02:02 b(4)é ORAL CAVITY

(UTC-08:00) (6) (®)

Pacific Time (US

& Canada)
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Header Text: c4591001

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

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

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

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Randomization Date:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
16:04:04 é“)é Aug/19/2020
(UTC-08:00) (6) (6)
Pacific Time (US
& Canada)
2. Randomization Number:
Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
16:04:04 b(4>'6 233726
(UTC-08:00) (©) (®)
Pacific Time (US
& Canada)
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090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

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

Pacific Time (US &
Canada)

Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---

Generated By: | () (4) Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Data Origin

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
16:04:47 (autocalc) | SITE

(UTC-08:00)

2. Sample Type

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
16:04:47 (autocalc) | SERUM

(UTC-08:00)

Pacific Time (US &
Canada)

3. Sample Collected?

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto
20:28:34 (autoquery) Query
(UTC-08:00)

Pacific Time (US

& Canada)

Aug-19-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample
16:04:47 (autoquery) Collected? is
(UTC-08:00) Yes, however
Pacific Time (US no barcodes are
& Canada) entered. Please
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
review and
correct as
appropriate.

Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

16:04:47 é4)’6 YES

(UTC-08:00) (b) (®) Date of Collection:

Pacific Time (US

& Canada) Aug/19/2020

5.a

Date L ocation User Value Reason

Aug-19-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

20:28:34 (0) (6) Sample 1D: BPYKDJ

(UTC-08:00)

Pacific Time (US &

Canada)

5.a Sample D

Date L ocation User Value Reason

Aug-19-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

20:28:34 (0) (6) BPYKDJ

(UTC-08:00)

Pacific Time (US &

Canada)

5b

Date L ocation User Value Reason

Aug-19-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

20:28:47 (b) (6) Sample | D: BPYKDK

(UTC-08:00)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 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: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

Pacific Time (US &

Canada)

5.b Sample D

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
20:28:47 (0) (6) BPYKDK

(UTC-08:00)

Pacific Time (US &

Canada)

5.c

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:29:00 (b) (6) Sample ID: BPYKDL

(UTC-08:00)

Pacific Time (US &

Canada)

5.c Sample D

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
20:29:00 (0) (6) BPYKDL

(UTC-08:00)

Pacific Time (US &

Canada)

5.d

Date L ocation User Value Reason

Page 371 of 582

*** Confidential***
FDA-CBER-2021-5683-0941902



090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Aug-19-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
20:29:13 (0) (6) Sample |D: BNWK33

(UTC-08:00)

Pacific Time (US &

Canada)

5.d Sample D

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
20:29:13 (0) (6) BNWK33

(UTC-08:00)

Pacific Time (US &

Canada)

5.e

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:29:24 (b) (6) Sample |D: BNWK34

(UTC-08:00)

Pacific Time (US &

Canada)

5.e Sample D

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
20:29:24 (0) (6) BNWK 34

(UTC-08:00)

Pacific Time (US &
Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

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

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Data Origin

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
16:04:58 (autocalc) | SITE

(UTC-08:00)

Pacific Time (US &

Canada)

2. Sample Type

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
16:04:58 (autocalc) | NASAL_SWAB

(UTC-08:00)

Pacific Time (US &

Canada)

3. Sample Collected?

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto
20:00:47 (autoquery) Query
(UTC-08:00)

Pacific Time (US

& Canada)

Aug-19-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample
16:04:58 (autoquery) Collected? is
(UTC-08:00) Yes, however
Pacific Time (US no barcodes are
& Canada) entered. Please
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

SWAB - eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

review and
correct as
appropriate.

Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

16:04:58 é4)’6 YES

(UTC-08:00) (b) (®) Date of Collection:

Pacific Time (US

& Canada) Aug/19/2020

5.a

Date L ocation User Value Reason

Aug-19-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

20:00:47 ®® | sampleiD: BPYKYS

(UTC-08:00)

Pacific Time (US &

Canada)

5.a Sample D

Date L ocation User Value Reason

Aug-19-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

20:00:47 (0) (6) BPYKY8

(UTC-08:00)

Pacific Time (US &
Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

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

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
16:05:44 b(4)é3 NO

(UTC-08:00) (6) (6)

Pacific Time (US

& Canada)

2. Treatment Name

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
16:05:44 (autocalc) | BLINDED THERAPY

(UTC-08:00)

Pacific Time (US &

Canada)

3. Formulation:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:05:44 (autocalc) | INJECTION

(UTC-08:00)

Pacific Time (US &

Canada)

4. Dose Date Time:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) (6) Data Entry: Initial Entry
16:05:44 Aug/19/2020 12:42

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21.04

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

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

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

(UTC-08:00)
Pacific Time (US
& Canada)

(b) (4)

5. Anatomical Location:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
16:05:44 (autocalc) | DELTOID MUSCLE

(UTC-08:00)

Pacific Time (US &

Canada)

6. Body Side:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
16:05:44 b(4)'6 LEFT

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

7. Route:

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:05:44 (autocalc) [ INTRAMUSCULAR

(UTC-08:00)

Pacific Time (US &

Canada)

10. Timeframe Subject Was Observed

Date L ocation | User | Value Reason
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21.04
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
16:05:44 (autocalc) | THE PROTOCOL SPEC

(UTC-08:00) IFIED OBSERVATION

Pacific Time (US & PERIOD

Canada)

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

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
16:05:44 ( b()4%é YES

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: REACTOGENICITY DIARY - eCRF Audit Trall
History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date L ocation User Value Reason
Aug-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
16:06:18 ( b()4%&3) NO - REACTOGENI

(UTC-08:00) CITY E-DIARY NOT

Pacific Time (US COLLECTED FOR T

& Canada) HIS SUBJECT
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Sep-10-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:25:57 é“)vs Sep/10/2020

(UTC-08:00) (b) (

Pacific Time (US

& Canada)
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:51
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Date:
Date L ocation User Value Reason
Sep-10-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
11:26:31 (4), /10/2020
(UTC-08:00) (b) (6) >
Pacific Time (US
& Canada)
2.a
Date L ocation User Value Reason
Sep-10-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
11:26:31 (4), R | 1
(UTC-08:00) A m?fizrf; -
Pacific Time (US Temperatur 98.6
& Canada) e

Temperatur F

e Unit:

Temperatur ORAL

elLocation:: CAVIT

Y
2.a Record | dentifier:
Date L ocation User Value Reason
Sep-10-2020 ACVOPFEINFPG000 (b) Data Entry: Initial Entry
11:26:31 (4), 1
(UTC-08:00) (b) (®)
Pacific Time (US
& Canada)
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Header Text: c4591001

Visit: V2_VAX2 L Form: VITAL SIGNS- TEMP - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---

Generated By: . (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

2.a Temperature:

Date L ocation User Value Reason
Sep-10-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:26:31 é“)é 98.6

(UTC-08:00) (b) (®)

Pacific Time (US

& Canada)

2.a Unit:

Date L ocation User Value Reason
Sep-10-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
11:26:31 b(4)é F

(UTC-08:00) (b) (®)

Pacific Time (US

& Canada)

2.a Temperature Location:

Date L ocation User Value Reason
Sep-10-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:26:31 b(4)’6 ORAL CAVITY

(UTC-08:00) (b) (

Pacific Time (US

& Canada)
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

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

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Data Origin

Date L ocation User Value Reason
Sep-10-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
11:26:51 (autocalc) | SITE

(UTC-08:00)

Pacific Time (US &

Canada)

2. Sample Type

Date L ocation User Value Reason
Sep-10-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
11:26:51 (autocalc) | NASAL_SWAB

(UTC-08:00)

Pacific Time (US &

Canada)

3. Sample Collected?

Date L ocation User Value Reason
Sep-10-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto
16:43:02 (autoquery) Query
(UTC-08:00)

Pacific Time (US

& Canada)

Sep-10-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample
11:26:51 (autoquery) Collected? is
(UTC-08:00) Yes, however
Pacific Time (US no barcodes are
& Canada) entered. Please
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

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

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

review and
correct as
appropriate.

Sep-10-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

11:26:51 b(4>'6 YES

(UTC-08:00) (b) (6) Date of Collection:

Pacific Time (US

& Canada) Sep/10/2020

5.a

Date L ocation User Value Reason

Sep-10-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

16:43:02 ®© | sampleID: BPOZF1

(UTC-08:00)

Pacific Time (US &

Canada)

5.a Sample D

Date L ocation User Value Reason

Sep-10-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

16:43:02 (b) (6) BPOZF1

(UTC-08:00)

Pacific Time (US &

Canada)

*** Confidential***
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Sep-10-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
11:27:06 13(4)6 NO
(UTC-08:00) (b) (6)
Pacific Time (US
& Canada)
2. Treatment Name
Date L ocation User Value Reason
Sep-10-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
11:27:06 (autocalc) | BLINDED THERAPY
(UTC-08:00)
Pacific Time (US &
Canada)
3. Formulation:
Date L ocation User Value Reason
Sep-10-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
11:27:06 (autocalc) | INJECTION
(UTC-08:00)
Pacific Time (US &
Canada)
4. Dose Date Time:
Date L ocation User Value Reason
Sep-10-2020 ACVOPFEINFPE000 |(b) (6) Data Entry: Initial Entry
11:27:06 Sep/10/2020 10:51
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Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21.04

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Form: VACCINATION - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

(UTC-08:00)
Pacific Time (US
& Canada)

(b) (4)

5. Anatomical Location:

Date L ocation User Value Reason
Sep-10-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
11:27:06 (autocalc) | DELTOID MUSCLE

(UTC-08:00)

Pacific Time (US &

Canada)

6. Body Side:

Date L ocation User Value Reason
Sep-10-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
11:27:06 é“)é LEFT

(UTC-08:00) (b) (®)

Pacific Time (US

& Canada)

7. Route:

Date L ocation User Value Reason
Sep-10-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
11:27:06 (autocalc) | INTRAMUSCULAR

(UTC-08:00)

Pacific Time (US &

Canada)

10. Timeframe Subject Was Observed

Date L ocation | User ‘ Value Reason

*** Confidential***
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Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21.04

Site No: 1152

Subject No: 11521095

Form: VACCINATION - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: . (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Sep-10-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
11:27:06 (autocalc) | THE PROTOCOL SPEC

(UTC-08:00) IFIED OBSERVATION

Pacific Time (US &
Canada)

PERIOD

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

Date L ocation User Value Reason
Sep-10-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
11:27:06 b(“)’6 YES
(UTC-08:00) (b) (6)
Pacific Time (US
& Canada)
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Header Text: c4591001
Visit: V3_MONTH1 _POSTVAX2_L
Form Version: 22-Apr-2020 21:02

Site No: 1152

Subject No: 11521095

Generated By:

(b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Nov-14-2020 | ACVOPFEINFP6000 | (b) (4), (b) (6) | Query 2: Cl | Response satisfies query

07:04:00 osed

(UTC-08:00)

Pacific Time

(US & Canada)

Nov-13-2020 | ACVOPFEINFPG000 | (b) (4), Query 2: A | Thiswas done

14:33:52 (0) (6) nswered

(UTC-08:00)

Pacific Time

(US & Canada)

Nov-13-2020 | ACVOPFEINFPG000 | (b) (4), (b) Query 1: Cl | Response satisfies query

01:25:07 Q) osed

(UTC-08:00)

Pacific Time

(US & Canada)

Nov-12-2020 [ ACVOPFEINFP6000 |(b) (4), Query 2: Re | RQ1: Thank you for the

23:41:27 (b) (6) issued:Ope | response. Please consider

(UTC-08:00) ned to follow-up and confirm

Pacific Time for reported IlIness eDiary

(US & Canada) response on 05N OV 2020.
Please update or clarify.

Nov-12-2020 | ACVOPFEINFP6000 | (b) (4), Query 1: A | The AE form is submitted.

14:03:45 (b) (6) nswered Any new information will

(UTC-08:00) be added as received.

Pacific Time

(US & Canada)
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Header Text: c4591001
Vist: V3 MONTH1 POSTVAX2 L
Form Version: 22-Apr-2020 21:02

Site No: 1152

Subject No: 11521095

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated By: . (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

Nov-12-2020 | ACVOPFEINFP6000 | (b) (4), Query 2: A | The subject iscurrently in

13:53:36 (b) (6) nswered the hospital on an unrelated

(UTC-08:00) event.

Pacific Time

(US & Canada)

Nov-09-2020 | ACVOPFEINFPG000 || (b) (4), (b) Query 2: O | llinesseDiary: As per

08:31:44 (6) pened [lIness ediary records,

(UTC-08:00) subject reported "Yes' for

Pacific Time the question "Have you

(US & Canada) experienced any of the
following?’ for the
COVID-19 symptoms or
diagnosis on 05NOV 2020.
But thereisno COVID
[lIness visit reported in the
database.

Nov-09-2020 | ACVOPFEINFP6000 | (b) (4), (b) Query 1: O | SAE

03:37:38 (6) pened RECON:AER#2020437860

(UTC-08:00) worsening of bipolar

Pacific Time disorder was reported as

(US & Canada) serious in Safety database
but missing in AE CRF.
Please confirm and update
CRF. If safety update is
required, submit a
follow-up SAE Form.

Oct-08-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) |[DataEntry |Initia Entry

13:38:38 N

(UTC-08:00) Oct/8/2020

Pacific Time

(US & Canada)
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Site No: 1152

Generated By:

Form Version: 22-Apr-2020 21:03

Subject No: 11521095
(b) (4)

Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

*** Confidential***

1. Data Origin

Date L ocation User Value Reason

Oct-08-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry

13:38:48 (autocalc) | SITE

(UTC-08:00)

Pacific Time (US &

Canada)

2. Sample Type

Date L ocation User Value Reason

Oct-08-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

13:38:48 (autocalc) | SERUM

(UTC-08:00)

Pacific Time (US &

Canada)

3. Sample Collected?

Date L ocation User Value Reason

Oct-08-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto

20:27:17 (autoquery) Query

(UTC-08:00)

Pacific Time (US

& Canada)

Oct-08-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample

13:38:48 (autoquery) Collected? is

(UTC-08:00) Yes, however

Pacific Time (US no barcodes are

& Canada) entered. Please
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_ L

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
review and
correct as
appropriate.

Oct-08-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

13:38:48 é4>,6 YES

(UTC-08:00) (b) (6) Date of Collection:

Pacific Time (US

& Canada) Oct/8/2020

4. 1f no sample was collected or sample was not collected according to protocol, please provide

reason:

Date L ocation User Value Reason

Oct-21-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Close | Response satisfies

03:07:42 © d query

(UTC-08:00)

Pacific Time

(US & Canada)

Oct-20-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) |Query 1: Answ | CRF Updated for

13:10:50 ered subject 11521091

(UTC-08:00)

Pacific Time

(US & Canada)

Oct-20-2020 ACVOPFEINFPE000 | (b) (4), Query 1: Reiss | DM: Thank you for

00:54:28 (b) (6) ued:Opened response. Form is

(UTC-08:00) unfreeze for an

Pacific Time update. Please update

(US & Canada) CREF as appropriate
and respond to the
query.

Oct-19-2020 ACVOPFEINFP6000 | (b)(4), (b) (6) |Query 1: Answ |BPOSVZISA

15:54:01 ered SAMPLE FROM
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Site No: 1152

Header Text: c4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Subject No: 11521095

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

(UTC-08:00) 1152-1091. PLEASE

Pacific Time UNFREEZE

(US & Canada) 1152-1091 VISIT 3
IMMUNOGENICITY
SO THISBARCODE
CAN BE ENTERED.
THE SAMPLE
CONTROL FORM IS
CORRECT.

Oct-14-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Open | HOLDS: Serum

00:59:43 (6) ed barcode BPOSVZ was

(UTC-08:00) received by the lab for

Pacific Time Visit 3. Please submit

(US & Canada) an updated SCF and
confirm submission.

5a

Date L ocation User Value Reason

Oct-08-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription

20:27:50 (b) (6) Sample|D BPOSW | Error

(UTC-08:00) : L

Pacific Time (US

& Canada)

Oct-08-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

20:27:17 (b) (6) Sample 1D BPOSW

(UTC-08:00) : M

Pacific Time (US

& Canada)

5.a SampleID

Date L ocation User Value Reason

*** Confidential***
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090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_ L

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Oct-08-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Transcription
20:27:50 (®) (6) BPOSWL Error
(UTC-08:00)

Pacific Time (US

& Canada)

Oct-08-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
20:27:17 (b) (6) BPOSWM

(UTC-08:00)

Pacific Time (US

& Canada)

5b

Date L ocation User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:27:27 (0) (6) Sample 1D: BPOSWM

(UTC-08:00)

Pacific Time (US &

Canada)

5.b Sample D

Date L ocation User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:27:27 (b) (6) BPOSWM

(UTC-08:00)

Pacific Time (US &

Canada)

5.c

Date L ocation User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | (b) (6) Data Entry: Initial Entry
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Site No: 1152

Form Version: 22-Apr-2020 21:03

Subject No: 11521095
Generated By: | (b) (4)

Header Text: c4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

*** Confidential***

20:28:04 (%) (‘2’ Sample |D: BNT3F3
(UTC-08:00) () (6)
Pacific Time (US &
Canada)
5.c Sample D
Date L ocation User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:28:04 (b) (6) BNT3F3
(UTC-08:00)
Pacific Time (US &
Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit
Trail History

Form Status. Data Complete, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Nov-16-2020 ACVOPFEINFPE000 | (b) (4), (b) (6) Query 1: Closed Response

10:38:42 satisfies query

(UTC-08:00)

Pacific Time (US

& Canada)

Nov-16-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1. Answere | Had you read

06:23:06 d the comments

(UTC-08:00) aready entered

Pacific Time (US on the two

& Canada) swab eCRFs,
this query
would have
been
unnecessary.
PLEASE read
the comments
aready
entered. Thank
you.

Nov-13-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Opened | Date of Visitis

17:10:56 (6) completed but

(UTC-08:00) Date of

Pacific Time (US Collection in

& Canada) both Nasal
Swab Self and
Nasal Swab are
missing. Please
review and

Page 394 of 582

*** Confidential***
FDA-CBER-2021-5683-0941925
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit
Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
update as
appropriate.

Nov-13-2020 ACVOPFEINFPE000 | (b) (4), (b) (6) Data Entry: Transcription

14:30:06 Nov/6/2020 Error

(UTC-08:00)

Pacific Time (US

& Canada)

Nov-13-2020 ACVOPFEINFP6000 | auto query Query 2: Deleted | Close Auto

14:29:32 (autoquery) Query

(UTC-08:00)

Pacific Time (US

& Canada)

Nov-13-2020 ACVOPFEINFP6000 | auto query Query 2: Candidat | Date of Visitis

14:28:31 (autoquery) e completed but

(UTC-08:00) Date of

Pacific Time (US Assessment in

& Canada) the Signsand
Symptoms
formis
missing. Please
review and
update as
appropriate.

Nov-13-2020 ACVOPFEINFP6000 | auto query Query 1: Candidat | Date of Visitis

14:28:31 (autoquery) e completed but

(UTC-08:00) Date of

Pacific Time (US Collectionin

& Canada) both Nasal
Swab Self and
Nasal Swab are
missing. Please
review and
update as

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit
Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
appropriate.

Nov-13-2020 ACVOPFEINFPE000 | (b) (4), (b) (6) Data Entry: Initial Entry
14:28:31 Nov/5/2020
(UTC-08:00)
Pacific Time (US
& Canada)
3. COVID-19 IlIness Visit:
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:28:31 (autocalc) | COVID_A
(UTC-08:00)
Pacific Time (US &
Canada)
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Site No: 1152

Generated By:

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 10-Oct-2020 16:02

Subject No: 11521095
(b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason

Dec-02-2020 ACVOPFEINFP6000 | Salim Query 2: Closed Response

06:24:44 Bouguermouh satisfies query

(UTC-08:00) (b) (4)

Pacific Time (US

& Canada)

Nov-30-2020 ACVOPFEINFP6000 | (b) Query 2: Answered | OK. I'll take it

14:44:29 ), out once the

(UTC-08:00) (b) (®) formis

Pacific Time (US unfrozen.

& Canada)

Nov-25-2020 ACVOPFEINFP6000 |Saim Query 2: Opened Clin: Per

19:07:31 Bouguermouh protocol

(UTC-08:00) (b) (4) section 8.3.7.,

Pacific Time (US COVID-19

& Canada) listed
symptoms
COUGH does
not qualify as
AE and please
should be
documented
only on the
COVID-19
[l1Iness CRF
SOD form and
should not be
captured on the
AE CRF page.

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 10-Oct-2020 16:02

Site No: 1152

Subject No: 11521095

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

Nov-13-2020 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto

14:30:06 (autoquery) Query

(UTC-08:00)

Pacific Time (US

& Canada)

Nov-13-2020 ACVOPFEINFP6000 | auto query Query 1: Opened Date of

14:29:32 (autoquery) assessment is

(UTC-08:00) not same as

Pacific Time (US Date Visit.

& Canada) Please check
and correct.

Nov-13-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

14:29:32 (b) (6) Nov/6/2020

(UTC-08:00)

Pacific Time (US

& Canada)

2. Date of First Symptom Started:

Date L ocation User Value Reason

Dec-02-2020 ACVOPFEINFP6000 |Saim Query 1: Closed Response

06:24.44 Bouguermouh satisfies query

(UTC-08:00) (b) (4)

Pacific Time (US

& Canada)

Nov-30-2020 ACVOPFEINFP6000 | auto query Query 1: Answered | Transcription

14:49:10 (autoquery) Error

(UTC-08:00)

Pacific Time (US

& Canada)

Nov-30-2020 ACVOPFEINFP6000 | (b) (6) Data Entry: Transcription

14:49:10 Nov/3/2020 Error
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 10-Oct-2020 16:02
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

*** Confidential***

(UTC-08:00) (b) (4)

Pacific Time (US

& Canada)

Nov-25-2020 ACVOPFEINFP6000 | Saim Query 1: Opened Clin: Theisa

19:04:58 Bouguermouh discrepancy

(UTC-08:00) (b) (4) between the

Pacific Time (US COUGH start

& Canada) date
03Nov2020in
the AE form
and 05Nov2020
in the CRF
SIGNS AND
SYMPTOMS
OF
POTENTIAL
COVID-19
form. Please
review and
update as
appropriate

Nov-13-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

14:29:32 (0)(6) Nov/5/2020

(UTC-08:00)

Pacific Time (US

& Canada)

3. Symptoms Ongoing?

Date L ocation User Value Reason

Dec-02-2020 ACVOPFEINFP6000 | Salim Query 1: Closed Response

06:24:44 Bouguermouh satisfies query

(UTC-08:00) (b) (4)

Pacific Time (US
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 10-Oct-2020 16:02

Site No: 1152

Subject No: 11521095

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

& Canada)

Nov-30-2020 ACVOPFEINFP6000 | auto query Query 1: Answered | New

14:49:42 (autoquery) Information

(UTC-08:00)

Pacific Time (US

& Canada)

Nov-30-2020 ACVOPFEINFP6000 | (b) Data Entry: New

14:49:42 ( b()‘%) NO Information

(UTC-08:00) Date of Last Sympt

Pacific Time (US om Resolved:

& Canada)

Nov/6/2020

Nov-25-2020 ACVOPFEINFP6000 | Salim Query 1: Opened Clin: Thereisa

19:06:30 Bouguermouh discrepancy

(UTC-08:00) (b) (4) between the

Pacific Time (US COUGH end

& Canada) date
06Nov2020 in
the AE form
and ongoing in
the CRF SIGNS
AND
SYMPTOMS
OF
POTENTIAL
COoVID-19
form. Please
review and
update as
appropriate

Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

14:29:32 (b) (6) YES

(UTC-08:00)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 10-Oct-2020 16:02
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Pacific Time (US

& Canada)

4.a

Date L ocation User Value Reason

Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

14:29:32 (0)(6) Symptoms.  FEVE

(UTC-08:00) R

Pacific Time (US & Symptom Pres NO

Canada) ent:

4.a Symptoms:

Date L ocation User Value Reason

Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

14:29:32 (0) (6) FEVER

(UTC-08:00)

Pacific Time (US &

Canada)

4.a Was symptom present?

Date L ocation User Value Reason

Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

14:29:32 (b) (6) NO

(UTC-08:00)

Pacific Time (US &

Canada)

4.b

Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 10-Oct-2020 16:02
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete
Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Nov-13-2020 ACVOPFEINFPS000 | [(B) (), Data Entry: Initial Entry
14:29:32 (0) (6) Sympto NEW OR IN
(UTC-08:00) ms. ~ CREASED C
Pacific Time (US & OUGH
Canada) Sym
pto YES
m Prese
nt:
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 10-Oct-2020 16:02

Site No: 1152

Subject No: 11521095

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

4.b Symptoms:

Date L ocation User Value Reason

Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

14:29:32 (0) (6) NEW OR INCREASE

(UTC-08:00) D COUGH

Pacific Time (US &

Canada)

4.b Was symptom present?

Date L ocation User Value Reason

Jan-25-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Closed Response

06:06:56 satisfies

(UTC-08:00) query

Pacific Time (US

& Canada)

Jan-23-2021 ACVOPFEINFPE000 | (b) (4), (b) (6) Query 1: Answered | DONE.

13:18:46 THANK

(UTC-08:00) YOU.

Pacific Time (US

& Canada)

Jan-21-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Reissued: | Clin: Per

13:41.01 Opened response,

(UTC-08:00) please

Pacific Time (US remove

& Canada) cough from
AE log.

Jan-21-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Reissued: | Clin: Per

10:54:09 Candidate response,

(UTC-08:00) please

Pacific Time (US remove
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Form: SIGNSAND SYMPTOMS OF POTENTIAL
Unscheduled Visit on Nov/06/2020 COVID-19 - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status. Data Complete

090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Site No: 1152 Site Name: (1152) California Research Foundation

Subject No: 11521095 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

& Canada) cough from
AE log.

Jan-18-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Answered | OK. | will

15:15:05 remove

(UTC-08:00) cough from

Pacific Time (US the AE log

& Canada) onceitis
unfrozen.

Jan-15-2021 ACVOPFEINFPE000 | (b) (4), (b) (6) Query 1: Opened Clin: As

13:08:57 coughis

(UTC-08:00) recorded as

Pacific Time (US symptom of

& Canada) potential
COVID, it
should not
also be
recorded on
AE log.

Nov-13-2020 ACVOPFEINFPE000 | (b) (4), (b) (6) Data Entry: Initial Entry

14:29:32 YES

(UTC-08:00)

Pacific Time (US

& Canada)

4.c

Date L ocation User Value Reason

Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

14:29:32 (b) (6) Symp NEW OR INC

(UTC-08:00) toms. REASED SHO

Pacific Time (US & RTNESS OF B

Canada) REATH
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Form: SIGNSAND SYMPTOMS OF POTENTIAL
Unscheduled Visit on Nov/06/2020 COVID-19 - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status. Data Complete

Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Symp NO
tom P
resent
4.c Symptoms:
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:29:32 (0) (6) NEW OR INCREASE
(UTC-08:00) D SHORTNESS OF B
Pacific Time (US & REATH
Canada)
4.c Was symptom present?
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:29:32 (b) (6) NO
(UTC-08:00)
Pacific Time (US &
Canada)
4d
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 || (b) (4), Data Entry: Initial Entry
14:29:32 (b) (6) Symptoms.  CHIL
(UTC-08:00) LS
Pacific Time (US & Symptom Pre NO
Canada) sent:
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 10-Oct-2020 16:02

Site No: 1152

Subject No: 11521095

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
4.d Symptoms:
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:29:32 (b) (6) CHILLS
(UTC-08:00)
Pacific Time (US &
Canada)
4.d Was symptom present?
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:29:32 (b) (6) NO
(UTC-08:00)
Pacific Time (US &
Canada)
4.e
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:29:32 (0) (6) Sympt NEW OR INC
(UTC-08:00) oms. REASED MU
Pacific Time (US & SCLE PAIN
Canada) Sympt NO

om Pre

sent:
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Form: SIGNSAND SYMPTOMS OF POTENTIAL
Unscheduled Visit on Nov/06/2020 COVID-19 - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status. Data Complete

*** Confidential***

Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
4.e Symptoms:
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:29:32 (b) (6) NEW OR INCREASE
(UTC-08:00) D MUSCLE PAIN
Pacific Time (US &
Canada)
4.e Was symptom present?
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:29:32 (b) (6) NO
(UTC-08:00)
Pacific Time (US &
Canada)
4f
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:29:32 (b) (6) Sympt NEW LOSS
(UTC-08:00) oms. OFTASTEO
Pacific Time (US & R SMELL
Canada)

Sympt NO

om Pre

sent:
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 10-Oct-2020 16:02

Site No: 1152

Subject No: 11521095

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
4.f Symptoms:
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:29:32 (b) (6) NEW LOSS OF TAST
(UTC-08:00) E OR SMELL
Pacific Time (US &
Canada)
4.f Was symptom present?
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:29:32 (b) (6) NO
(UTC-08:00)
Pacific Time (US &
Canada)
49
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:29:32 (0) (6) Sympt NEW OR INC
(UTC-08:00) oms. REASED SO
Pacific Time (US & RE THROAT
Canada) Sympt NO

om Pre

sent:
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Form: SIGNSAND SYMPTOMS OF POTENTIAL
Unscheduled Visit on Nov/06/2020 COVID-19 - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status. Data Complete

Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

4.9 Symptoms:

Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:29:32 (0) (6) NEW OR INCREASE

(UTC-08:00) D SORE THROAT

Pacific Time (US &

Canada)

4.9 Was symptom present?

Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:29:32 (b) (6) NO

(UTC-08:00)

Pacific Time (US &

Canada)

4.h

Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:29:32 (0) (6) Symptoms. DIARR

(UTC-08:00) HEA

Pacific Time (US & Symptom Pr NO

Canada) esent:
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 10-Oct-2020 16:02

Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

4.h Symptoms:

Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:29:32 (b) (6) DIARRHEA

(UTC-08:00)

Pacific Time (US &

Canada)

4.h Was symptom present?

Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:29:32 (b) (6) NO

(UTC-08:00)

Pacific Time (US &

Canada)

4.

Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:29:32 (0) (6) Symptoms.  VOMIT

(UTC-08:00)

Pacific Time (US &
Canada)

Symptom Pr NO

esent:
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Form: SIGNSAND SYMPTOMS OF POTENTIAL
Unscheduled Visit on Nov/06/2020 COVID-19 - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status. Data Complete

Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

4.i Symptoms:

Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:29:32 (0) (6) VOMITING

(UTC-08:00)

Pacific Time (US &

Canada)

4.i Was symptom present?

Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:29:32 (b) (6) NO

(UTC-08:00)

Pacific Time (US &

Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Nov/06/2020

Form Version: 06-Jul-2020 21:54

Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form Status:

Form: MICROBIOLOGY SPECIMEN - Audit Trail

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Form Created

15:02:32 b(4)'6

(UTC-08:00) (©) (®)

Pacific Time (US &
Canada)
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Subject No: 11521095

Generated By: | (b) (4)

Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 06-Jul-2020 21:54
Site No: 1152

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason

Nov-23-2020 ACVOPFEINFPE000 | (b) (4), (b) (6) | Query 1: Closed Response

12:25:10 satisfies query

(UTC-08:00)

Pacific Time (US

& Canada)

Nov-23-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Answere | Hospitalization

07:44:08 d was already

(UTC-08:00) reported.

Pacific Time (US

& Canada)

Nov-23-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Opened | DM: Please

01:06:48 confirm if

(UTC-08:00) Hospitalization

Pacific Time (US details need to

& Canada) be updated in an
appropriate
form, Thank
you.

Nov-19-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry

15:02:32 Oct/29/2020

(UTC-08:00)

Pacific Time (US

& Canada)

Nov-19-2020 ACVOPFEINFPE000 | (b) (4), (b) (6) Data Entry: Initial Entry

14:50:39

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 06-Jul-2020 21:54

Site No: 1152

Subject No: 11521095

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), (b) (6) Data Entry: Initial Entry
14:30:35 Not Done

(UTC-08:00)

Pacific Time (US

& Canada)

2. Specimen Type:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:02:32 b(4)é SWABBED MATER]

(UTC-08:00) ®)( AL

Pacific Time (US

& Canada)

Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:50:39 b(4)é

(UTC-08:00) (6) (6)

Pacific Time (US

& Canada)

Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:30:35 (0) (6) Not Done

(UTC-08:00)

Pacific Time (US

& Canada)

3. Specimen Collection Location:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:02:32 b(4);5 NASOPHARY NX

(UTC-08:00) () (

Pacific Time (US

& Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 06-Jul-2020 21:54

Site No: 1152

Subject No: 11521095

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
14:50:39 b(4)'6

(UTC-08:00) (6) (6)

Pacific Time (US

& Canada)

Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:30:35 (0) (6) Not Done

(UTC-08:00)

Pacific Time (US

& Canada)

4. Assay Code and Description:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
15:02:32 (autocalc) SEVERE ACUTE RE

(UTC-08:00) SP SYNDROME CO

Pacific Time (US RONAVIRUS 2

& Canada)

Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
14:50:39 b(4)'6

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:30:35 (b) (6) Not Done

(UTC-08:00)

Pacific Time (US

& Canada)

5. Device Type:

Date L ocation User Value Reason

*** Confidential***
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090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 06-Jul-2020 21:54

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trall

History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Nov-19-2020 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
15:02:32 (autocalc) SARS-COV-2 DIAGN

(UTC-08:00) OSTIC TEST

Pacific Time (US

& Canada)

Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
14:50:39 (4),

(UTC-08:00) (©) ®)

Pacific Time (US

& Canada)

Nov-13-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:30:35 (b) (6) Not Done

(UTC-08:00)

Pacific Time (US

& Canada)

6. Trade Name:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:02:32 (), OTHER

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

Nov-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
14:50:39 (4),

(UTC-08:00) (b) (6)

Pacific Time (US

& Canada)

Nov-13-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:30:35 (0) (6) Not Done

(UTC-08:00)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 06-Jul-2020 21:54

Site No: 1152

Subject No: 11521095

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

Pacific Time (US

& Canada)

7. Test Result:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:02:32 b(4)é NEGATIVE

(UTC-08:00) ®)(

Pacific Time (US

& Canada)

Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:50:39 b(4);5

(UTC-08:00) () (

Pacific Time (US

& Canada)

Nov-13-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:30:35 (0) (6) Not Done

(UTC-08:00)

Pacific Time (US

& Canada)

8. Comments/Findings/Details:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
15:02:32 b(4)'6 Negative COVID-19 t

(UTC-08:00) (©) (®) est required for hospit

Pacific Time (US al admission.

& Canada)

Nov-19-2020 ACVOPFEINFPE000 | (b) (6) Data Entry: Initial Entry
14:50:39

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 06-Jul-2020 21:54
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

(UTC-08:00) (b) (4)

Pacific Time (US

& Canada)

Nov-13-2020 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
14:30:35 (b) (6) Not Done

(UTC-08:00)

Pacific Time (US

& Canada)

9. Trade Name Other, Specify:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:02:32 b(4)'6 NALT Unknown

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

Nov-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
14:50:39 é“)é

(UTC-08:00) ®) (

Pacific Time (US

& Canada)

Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:30:35 (b) (6) Not Done

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Data Origin

Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:31:09 (autocalc) | SITE

(UTC-08:00)

Pacific Time (US &

Canada)

2. Sample Type

Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:31:09 (autocalc) | NASAL_SWAB_SELF

(UTC-08:00)

Pacific Time (US &

Canada)

3. Sample Collected?

Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:31:09 (b) (6) NO

(UTC-08:00)

Pacific Time (US &

Canada)

4. 1f no sample was collected or sample was not collected according to protocol, please provide

reason.:

Date

L ocation

User

Value

Reason

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

Form: ELECTRONIC SAMPLE TRACKING - NASAL

Unscheduled Visit on Nov/06/2020 SWAB SELF - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1152 Site Name: (1152) California Research Foundation

Subject No: 11521095
Generated By: | (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Nov-13-2020 ACVOPFEINFP6000
14:31:09
(UTC-08:00)
Pacific Time (US &
Canada)

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

Data Entry: Initial Entry

Subject in hospital and
doesn't have hisillness

kit
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Data Origin

Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:31:26 (autocalc) | SITE

(UTC-08:00)

Pacific Time (US &

Canada)

2. Sample Type

Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:31:26 (autocalc) | NASAL_SWAB

(UTC-08:00)

Pacific Time (US &

Canada)

3. Sample Collected?

Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:31:26 (b) (6) NO

(UTC-08:00)

Pacific Time (US &

Canada)

4. 1f no sample was collected or sample was not collected according to protocol, please provide

reason.:

Date

L ocation

User

Value

Reason

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

Form: ELECTRONIC SAMPLE TRACKING - NASAL

Unscheduled Visit on Nov/06/2020 SWAB - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1152 Site Name: (1152) California Research Foundation

Subject No: 11521095
Generated By: | (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Nov-13-2020 ACVOPFEINFP6000
14:31:26
(UTC-08:00)
Pacific Time (US &
Canada)

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

Data Entry: Initial Entry

Subject isin
I

the hospita
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 10-Oct-2020 15:59

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
History

Form Status. Data Complete

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

la
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:32:35 (0) (6) Type of Practi SPEC
(UTC-08:00) tioner: IALIS
Pacific Time (US & T
Canada) Occurrenceof NO
Visitsor Cont
acts:
1.aPhysician or Healthcare Professional:
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:32:35 (b) (6) SPECIALIST
(UTC-08:00)
Pacific Time (US &
Canada)
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPG0O00 | (b) (4), Data Entry: Initial Entry
14:32:35 (b) (6) NO
(UTC-08:00)
Pacific Time (US &
Canada)
1b
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 10-Oct-2020 15:59

Site No: 1152

Subject No: 11521095

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
History

Form Status. Data Complete

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:32:35 (0) (6) Typeof Pra EMERG
(UTC-08:00) ctitioner:  ENCY R
Pacific Time (US & OOM
Canada) Occurrence NO

of Visitsor

Contacts:
1.b Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:32:35 (b) (6) EMERGENCY ROOM
(UTC-08:00)
Pacific Time (US &
Canada)
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:32:35 (b) (6) NO
(UTC-08:00)
Pacific Time (US &
Canada)
1.c
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:32:35 (0) (6) Typeof Pr PRIMAR
(UTC-08:00)
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
Unscheduled Visit on Nov/06/2020 History

Form Version: 10-Oct-2020 15:59 Form Status. Data Complete

Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Pacific Time (US & actitioner: Y CARE
Canada) PHYSICI
AN

Occurrenc NO

eof Vigts

or Contact

S

1.c Physician or Healthcare Professional:

Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:32:35 (b) (6) PRIMARY CARE PH

(UTC-08:00) YSICIAN

Pacific Time (US &

Canada)

1.c Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:32:35 (b) (6) NO

(UTC-08:00)

Pacific Time (US &

Canada)

1d

Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:32:35 (b) (6) Type of Pract URGE

(UTC-08:00) itioner: NT CA

Pacific Time (US & RE
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 10-Oct-2020 15:59

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
History

Form Status. Data Complete

Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Canada) Occurrenceo NO

f Visitsor Co

ntacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:32:35 (b) (6) URGENT CARE
(UTC-08:00)
Pacific Time (US &
Canada)
1.d Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:32:35 (0) (6) NO
(UTC-08:00)
Pacific Time (US &
Canada)
le
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:32:35 (0) (6) Type of Pr TELEPH
(UTC-08:00) actitioner: ONE CO

Pacific Time (US &
Canada)

NSULTAT
ION
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Site No: 1152

Generated By:

Subject No: 11521095
(b) (4)

Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 10-Oct-2020 15:59

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
History

Form Status. Data Complete

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Occurrenc NO

Visitsor Cont
acts:

eof Visits

or Contact

S
1.e Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:32:35 (b) (6) TELEPHONE CONSU
(UTC-08:00) LTATION
Pacific Time (US &
Canada)
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:32:35 (b) (6) NO
(UTC-08:00)
Pacific Time (US &
Canada)
1f
Date L ocation User Value Reason
Nov-16-2020 ACVOPFEINFP6000 | (b) Data Entry: Transcription
06:21:36 (b()4%’6) Typeof Practi OT Error
(UTC-08:00) tioner: HE
Pacific Time (US R
& Canada) Occurrenceof NO

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 10-Oct-2020 15:59
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
History

Form Status. Data Complete

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:32:35 (B) (6) Typeof OTHER

(UTC-08:00) Practitio

Pacific Time (US ner:

& Canada) Occurre YES

nceof Vi  Number

sitsor C of Visits

ontacts. or Conta
cts.
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Site No: 1152

Subject No: 11521095

Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 10-Oct-2020 15:59

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
History

Form Status. Data Complete

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

1.f Physician or Healthcare Professional:

Date L ocation User Value Reason

Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

14:32:35 (0) (6) OTHER

(UTC-08:00)

Pacific Time (US &

Canada)

1.f Occurrence of Visitsor Contacts:

Date L ocation User Value Reason

Nov-16-2020 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto

06:21:36 (autoquery) Query

(UTC-08:00)

Pacific Time (US

& Canada)

Nov-16-2020 ACVOPFEINFP6000 | (b) Data Entry: Transcription

06:21:36 b(4)é NO Error

(UTC-08:00) ®)(

Pacific Time (US

& Canada)

Nov-16-2020 ACVOPFEINFP6000 | auto query Query 1: Opened “Other” is

06:19:52 (autoquery) selected ,

(UTC-08:00) however other

Pacific Time (US specificitemis

& Canada) blank. Please
review and
update as
appropriate.

Nov-13-2020 ACVOPFEINFPE000 | (b) (6) Data Entry: Initial Entry

14:32:35 YES

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 10-Oct-2020 15:59

Site No: 1152

Subject No: 11521095

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
History

Form Status. Data Complete

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

(UTC-08:00) (b) (4) Number of Visits or

Pacific Time (US Contacts:

& Canada)

1

2. Other Type of Practitioner Specify:

Date L ocation User Value Reason

Nov-16-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response

06:27:35 (b) (6) satisfies query

(UTC-08:00)

Pacific Time (US

& Canada)

Nov-16-2020 ACVOPFEINFP6000 | auto query Query 1: Answered | OK.

06:19:52 (autoquery)

(UTC-08:00)

Pacific Time (US

& Canada)

Nov-16-2020 ACVOPFEINFP6000 (b) Data Entry: OK.

06:19:52 b(4)&5

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

Nov-14-2020 ACVOPFEINFPE000 | (b) (4), Query 1: Opened Clin:

17:00:00 (b) (6) Hospitalization

(UTC-08:00) for non-COVID

Pacific Time (US symptoms

& Canada) should be
recorded on AE
log instead of
this CRF. Please
update.
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 10-Oct-2020 15:59

Site No: 1152

Subject No: 11521095

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
History

Form Status. Data Complete

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Nov-13-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:32:35 (b) (6) Hospitalized for wor
(UTC-08:00) sening of Bipolar de
Pacific Time (US pression
& Canada)
3. Has the subject been hospitalized due to potential COVID-19 illness?
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:32:48 (0) (6) NO
(UTC-08:00)
Pacific Time (US &
Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 06-Jul-2020 21:53
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: RESPIRATORY TREATMENT - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. What isthe treatment I dentifier?

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:02:43 ( b()4%&3) Not Applicable

(UTC-08:00)

Pacific Time (US

& Canada)

2. Concomitant Non-drug Treatment Pre-specified:

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

15:02:43 é4)é Not Applicable

(UTC-08:00) ®)(

Pacific Time (US

& Canada)

3. Treatment:

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry

15:02:43 b(4)'6 Not Applicable

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

4. Treatment:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 06-Jul-2020 21:53
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: RESPIRATORY TREATMENT - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

*** Confidential***

Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:02:43 (4), Not Applicable
(UTC-08:00) (6) (6)
Pacific Time (US
& Canada)
5. Start Date:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:02:43 (b()4%é Not Applicable
(UTC-08:00)
Pacific Time (US
& Canada)
6. Ongoing?
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
15:02:43 (4), Not Applicable
(UTC-08:00) (©) (®)
Pacific Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Nov/06/2020

Form Version: 06-Jul-2020 21:52

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Form Status. Data Complete

Form: ILLNESS DETAILS - eCRF Audit Trail History

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:33:05 (autocalc) | POTENTIAL COVID-1
(UTC-08:00) 9ILLNESS
Pacific Time (US &
Canada)
2. Was a diagnosis obtained for Potential COVID-19 I1Iness?
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:33:05 (b) (6) NO
(UTC-08:00)
Pacific Time (US &
Canada)
3. Toxicity Grade:
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:33:05 (b) (6) 1
(UTC-08:00)
Pacific Time (US &
Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 17-Jul-2020 21:55
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

*** Confidential***

1. Category of Clinical Event:

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

15:04:08 b(4)é Not Applicable

(UTC-08:00) (0) (6)

Pacific Time (US

& Canada)

2. Subcategory of Clinical Event:

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

15:04:08 é4)é Not Applicable

(UTC-08:00) ®)(

Pacific Time (US

& Canada)

3. Was a diagnosis obtained?

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry

15:04:08 b(4)'6 Not Applicable

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

4. Toxicity Grade:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 17-Jul-2020 21:55
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:04:08 b(4)'6 Not Applicable
(UTC-08:00) (6) (6)
Pacific Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:27
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

*** Confidential***

1. Lab Panel:

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

15:05:14 b(4)é Not Applicable

(UTC-08:00) (0) (6)

Pacific Time (US

& Canada)

2. Laboratory Name and Address

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

15:05:14 é4)é Not Applicable

(UTC-08:00) ®)(

Pacific Time (US

& Canada)

3. Collection Date:

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry

15:05:14 é“)é Not Applicable

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

4. Specimen Type:

Date L ocation User Value Reason
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Header Text: c4591001

090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Nov/06/2020 CHEMISTRY - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status. Data Complete, Frozen
Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:05:14 b(4)'6 Not Applicable
(UTC-08:00) (6) (6)
Pacific Time (US
& Canada)
5.a
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:05:14 o 6 Sponsor-Def Not Ap
(UTC-08:00) ined I dentifi plicabl
Pacific Time (US er: e
& Canada) Test:: Not Ap
plicabl
e
Result:: Not Ap
plicabl
e
Not Done::  Not Ap
plicabl
e
Lab Normal Not Ap
Range: plicabl
e
5.a Sponsor I D:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:05:14 é“)-s Not Applicable
(UTC-08:00) (b) (6)
Pacific Time (US
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:27
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

*** Confidential***

& Canada)

5.a Test:

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry

15:05:14 b(4)'6 Not Applicable

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

5.a Result:

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

15:05:14 b(4)'6 Not Applicable

(UTC-08:00) (6) (®)

Pacific Time (US

& Canada)

5.a Not Done:

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry

15:05:14 b(4)-6 Not Applicable

(UTC-08:00) ) (

Pacific Time (US

& Canada)

5aLNMT

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFP6000 | (b) (6) Data Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:27
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

15:05:14 (b) (4), Not Applicable
(UTC-08:00) (b) (6)
Pacific Time (US
& Canada)
5.b
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:05:14 o (6 Sponsor-Def Not Ap
(UTC-08:00) ined I dentifi plicabl
Pacific Time (US er: e
& Canada) Test:: Not Ap
plicabl
e
Result:: Not Ap
plicabl
e
Not Done::  Not Ap
plicabl
e
Lab Normal Not Ap
Range: plicabl
e
Page 440 of 582

*** Confidential***
FDA-CBER-2021-5683-0941971




090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:27
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

*** Confidential***

5.b Sponsor ID:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
15:05:14 b(4)-6 Not Applicable
(UTC-08:00) (6) (®)
Pacific Time (US
& Canada)
5.b Test:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
15:05:14 é“)é Not Applicable
(UTC-08:00) (©) (®)
Pacific Time (US
& Canada)
5.b Result:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:05:14 b(4)'6 Not Applicable
(UTC-08:00) (©) ®)
Pacific Time (US
& Canada)
5.b Not Done;
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:05:14 b(4)é Not Applicable
(UTC-08:00) ®)(
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:27

Site No: 1152

Subject No: 11521095

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Pacific Time (US
& Canada)
5bLNMT
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:05:14 é4)é Not Applicable
(UTC-08:00) ®)(
Pacific Time (US
& Canada)
5.c
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:05:14 (b()“%é) Sponsor-Def Not Ap
(UTC-08:00) ined I dentifi plicabl
Pacific Time (US er: e
& Canada) Test:: Not Ap
plicabl
e
Result:: Not Ap
plicabl
e
Not Done::  Not Ap
plicabl
e
Lab Normal Not Ap
Range: plicabl
e
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:27
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

*** Confidential***

5.c Sponsor I1D:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
15:05:14 b(4)-6 Not Applicable
(UTC-08:00) (6) (®)
Pacific Time (US
& Canada)
5.c Test:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
15:05:14 é“)é Not Applicable
(UTC-08:00) (©) (®)
Pacific Time (US
& Canada)
5.c Result:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:05:14 b(4)'6 Not Applicable
(UTC-08:00) (©) ®)
Pacific Time (US
& Canada)
5.c Not Done:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:05:14 b(4)é Not Applicable
(UTC-08:00) ®)(
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:27

Site No: 1152

Subject No: 11521095

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Pacific Time (US
& Canada)
5cLNMT
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:05:14 é4)é Not Applicable
(UTC-08:00) ®)(
Pacific Time (US
& Canada)
5d
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:05:14 (b()“%é) Sponsor-Def Not Ap
(UTC-08:00) ined I dentifi plicabl
Pacific Time (US er: e
& Canada) Test:: Not Ap
plicabl
e
Result:: Not Ap
plicabl
e
Not Done::  Not Ap
plicabl
e
Lab Normal Not Ap
Range: plicabl
e
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:27
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

*** Confidential***

5.d Sponsor ID:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
15:05:14 b(4)-6 Not Applicable
(UTC-08:00) (6) (®)
Pacific Time (US
& Canada)
5.d Test:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
15:05:14 é“)é Not Applicable
(UTC-08:00) (©) (®)
Pacific Time (US
& Canada)
5.d Result:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:05:14 b(4)'6 Not Applicable
(UTC-08:00) (©) ®)
Pacific Time (US
& Canada)
5.d Not Done;
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:05:14 b(4)é Not Applicable
(UTC-08:00) ®)(
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:27

Site No: 1152

Subject No: 11521095

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Pacific Time (US
& Canada)
5dLNMT
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:05:14 é4)é Not Applicable
(UTC-08:00) ®)(
Pacific Time (US
& Canada)
5.e
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:05:14 (b()“%é) Sponsor-Def Not Ap
(UTC-08:00) ined I dentifi plicabl
Pacific Time (US er: e
& Canada) Test:: Not Ap
plicabl
e
Result:: Not Ap
plicabl
e
Not Done::  Not Ap
plicabl
e
Lab Normal Not Ap
Range: plicabl
e
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:27
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

*** Confidential***

5.e Sponsor ID:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
15:05:14 b(4)-6 Not Applicable
(UTC-08:00) (6) (®)
Pacific Time (US
& Canada)
5.e Test:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
15:05:14 é“)é Not Applicable
(UTC-08:00) (©) (®)
Pacific Time (US
& Canada)
5.e Result:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:05:14 b(4)'6 Not Applicable
(UTC-08:00) (©) ®)
Pacific Time (US
& Canada)
5.eNot Done:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:05:14 b(4)é Not Applicable
(UTC-08:00) ®)(
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:27

Site No: 1152

Subject No: 11521095

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Pacific Time (US
& Canada)
5eLNMT
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:05:14 é4)é Not Applicable
(UTC-08:00) ®)(
Pacific Time (US
& Canada)
5.f
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:05:14 (b()“%é) Sponsor-Def Not Ap
(UTC-08:00) ined I dentifi plicabl
Pacific Time (US er: e
& Canada) Test:: Not Ap
plicabl
e
Result:: Not Ap
plicabl
e
Not Done::  Not Ap
plicabl
e
Lab Normal Not Ap
Range: plicabl
e
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:27
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

*** Confidential***

5.f Sponsor 1D:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
15:05:14 b(4)-6 Not Applicable
(UTC-08:00) (6) (®)
Pacific Time (US
& Canada)
5.f Test:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
15:05:14 é“)é Not Applicable
(UTC-08:00) (©) (®)
Pacific Time (US
& Canada)
5.f Result:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:05:14 b(4)'6 Not Applicable
(UTC-08:00) (©) ®)
Pacific Time (US
& Canada)
5.f Not Done;
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:05:14 b(4)é Not Applicable
(UTC-08:00) ®)(
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:27

Site No: 1152

Subject No: 11521095

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Pacific Time (US
& Canada)
5f LNMT
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:05:14 é4)é Not Applicable
(UTC-08:00) ®)(
Pacific Time (US
& Canada)
5.9
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:05:14 (b()“%é) Sponsor-Def Not Ap
(UTC-08:00) ined I dentifi plicabl
Pacific Time (US er: e
& Canada) Test:: Not Ap
plicabl
e
Result:: Not Ap
plicabl
e
Not Done::  Not Ap
plicabl
e
Lab Normal Not Ap
Range: plicabl
e
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:27
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

*** Confidential***

5.9 Sponsor ID:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
15:05:14 b(4)-6 Not Applicable
(UTC-08:00) (6) (®)
Pacific Time (US
& Canada)
5.9 Test:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
15:05:14 é“)é Not Applicable
(UTC-08:00) (©) (®)
Pacific Time (US
& Canada)
5.9 Result:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:05:14 b(4)'6 Not Applicable
(UTC-08:00) (©) ®)
Pacific Time (US
& Canada)
5.g Not Done:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:05:14 b(4)é Not Applicable
(UTC-08:00) ®)(
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:27
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Pacific Time (US ‘

& Canada)
5.gLNMT
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:05:14 é4)é Not Applicable
(UTC-08:00) ®)(
Pacific Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

*** Confidential***

1. Lab Panel:

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

15:03:51 b(4)é Not Applicable

(UTC-08:00) (0) (6)

Pacific Time (US

& Canada)

2. Laboratory Name and Address

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

15:03:51 é4)é Not Applicable

(UTC-08:00) ®)(

Pacific Time (US

& Canada)

3. Collection Date:

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry

15:03:51 b(4)'6 Not Applicable

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

4. Specimen Type:

Date L ocation User Value Reason
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090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Nov/06/2020 Hematology - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status. Data Complete, Frozen
Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:03:51 b(4)'6 Not Applicable
(UTC-08:00) (6) (6)
Pacific Time (US
& Canada)
5.a
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 o 6 Sponsor-Def Not Ap
(UTC-08:00) ined I dentifi plicabl
Pacific Time (US er: e
& Canada) Test:: Not Ap
plicabl
e
Result:: Not Ap
plicabl
e
Not Done::  Not Ap
plicabl
e
Lab Normal Not Ap
Range: plicabl
e
5.a Sponsor I D:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 é“)é Not Applicable
(UTC-08:00) (b) (6)
Pacific Time (US
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

*** Confidential***

& Canada)

5.a Test:

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry

15:03:51 b(4)'6 Not Applicable

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

5.a Result:

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

15:03:51 b(4)'6 Not Applicable

(UTC-08:00) (6) (®)

Pacific Time (US

& Canada)

5.a Not Done:

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry

15:03:51 b(4)-6 Not Applicable

(UTC-08:00) ) (

Pacific Time (US

& Canada)

5aLNMT

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFP6000 | (b) (6) Data Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

15:03:51 (b) (4), Not Applicable
(UTC-08:00) (b) (6)
Pacific Time (US
& Canada)
5b
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 (b()4%’6) Sponsor-Def Not Ap
(UTC-08:00) ined I dentifi plicabl
Pacific Time (US er: e
& Canada) Test:: Not Ap
plicabl
e
Result:: Not Ap
plicabl
e
Not Done::  Not Ap
plicabl
e
Lab Normal Not Ap
Range: plicabl
e
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

*** Confidential***

5.b Sponsor ID:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
15:03:51 b(4)-6 Not Applicable
(UTC-08:00) (6) (®)
Pacific Time (US
& Canada)
5.b Test:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
15:03:51 é“)'s Not Applicable
(UTC-08:00) (©) (®)
Pacific Time (US
& Canada)
5.b Result:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:03:51 b(4)'6 Not Applicable
(UTC-08:00) (©) ®)
Pacific Time (US
& Canada)
5.b Not Done;
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 b(4)é Not Applicable
(UTC-08:00) ®)(
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:28

Site No: 1152

Subject No: 11521095

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Pacific Time (US
& Canada)
5bLNMT
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 é4)é Not Applicable
(UTC-08:00) ®)(
Pacific Time (US
& Canada)
5.c
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 (b()“%é) Sponsor-Def Not Ap
(UTC-08:00) ined I dentifi plicabl
Pacific Time (US er: e
& Canada) Test:: Not Ap
plicabl
e
Result:: Not Ap
plicabl
e
Not Done::  Not Ap
plicabl
e
Lab Normal Not Ap
Range: plicabl
e
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

*** Confidential***

5.c Sponsor I1D:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
15:03:51 b(4)-6 Not Applicable
(UTC-08:00) (6) (®)
Pacific Time (US
& Canada)
5.c Test:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
15:03:51 é“)'s Not Applicable
(UTC-08:00) (©) (®)
Pacific Time (US
& Canada)
5.c Result:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:03:51 b(4)'6 Not Applicable
(UTC-08:00) (©) ®)
Pacific Time (US
& Canada)
5.c Not Done:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 b(4)é Not Applicable
(UTC-08:00) ®)(
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:28

Site No: 1152

Subject No: 11521095

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Pacific Time (US
& Canada)
5cLNMT
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 é4)é Not Applicable
(UTC-08:00) ®)(
Pacific Time (US
& Canada)
5d
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 (b()“%é) Sponsor-Def Not Ap
(UTC-08:00) ined I dentifi plicabl
Pacific Time (US er: e
& Canada) Test:: Not Ap
plicabl
e
Result:: Not Ap
plicabl
e
Not Done::  Not Ap
plicabl
e
Lab Normal Not Ap
Range: plicabl
e
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

5.d Sponsor ID:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
15:03:51 b(4)-6 Not Applicable

(UTC-08:00) (6) (®)

Pacific Time (US

& Canada)

5.d Test:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
15:03:51 é“)'s Not Applicable

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

5.d Result:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:03:51 b(4)'6 Not Applicable

(UTC-08:00) (©) ®)

Pacific Time (US

& Canada)

5.d Not Done;

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 b(4)é Not Applicable

(UTC-08:00) ®)(
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:28

Site No: 1152

Subject No: 11521095

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Pacific Time (US
& Canada)
5dLNMT
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 é4)é Not Applicable
(UTC-08:00) ®)(
Pacific Time (US
& Canada)
5.e
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 (b()“%é) Sponsor-Def Not Ap
(UTC-08:00) ined I dentifi plicabl
Pacific Time (US er: e
& Canada) Test:: Not Ap
plicabl
e
Result:: Not Ap
plicabl
e
Not Done::  Not Ap
plicabl
e
Lab Normal Not Ap
Range: plicabl
e
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

5.e Sponsor ID:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
15:03:51 b(4)-6 Not Applicable

(UTC-08:00) (6) (®)

Pacific Time (US

& Canada)

5.e Test:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
15:03:51 é“)'s Not Applicable

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

5.e Result:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:03:51 b(4)'6 Not Applicable

(UTC-08:00) (©) ®)

Pacific Time (US

& Canada)

5.eNot Done:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 b(4)é Not Applicable

(UTC-08:00) ®)(
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090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:28

Site No: 1152

Subject No: 11521095

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Pacific Time (US
& Canada)
5eLNMT
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 é4)é Not Applicable
(UTC-08:00) ®)(
Pacific Time (US
& Canada)
5.f
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 (b()“%é) Sponsor-Def Not Ap
(UTC-08:00) ined I dentifi plicabl
Pacific Time (US er: e
& Canada) Test:: Not Ap
plicabl
e
Result:: Not Ap
plicabl
e
Not Done::  Not Ap
plicabl
e
Lab Normal Not Ap
Range: plicabl
e
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

5.f Sponsor 1D:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
15:03:51 b(4)-6 Not Applicable

(UTC-08:00) (6) (®)

Pacific Time (US

& Canada)

5.f Test:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
15:03:51 é“)'s Not Applicable

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

5.f Result:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:03:51 b(4)'6 Not Applicable

(UTC-08:00) (©) ®)

Pacific Time (US

& Canada)

5.f Not Done;

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 b(4)é Not Applicable

(UTC-08:00) ®)(
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:28

Site No: 1152

Subject No: 11521095

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Pacific Time (US
& Canada)
5f LNMT
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 é4)é Not Applicable
(UTC-08:00) ®)(
Pacific Time (US
& Canada)
5.9
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 (b()“%é) Sponsor-Def Not Ap
(UTC-08:00) ined I dentifi plicabl
Pacific Time (US er: e
& Canada) Test:: Not Ap
plicabl
e
Result:: Not Ap
plicabl
e
Not Done::  Not Ap
plicabl
e
Lab Normal Not Ap
Range: plicabl
e
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

5.9 Sponsor ID:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
15:03:51 b(4)-6 Not Applicable

(UTC-08:00) (6) (®)

Pacific Time (US

& Canada)

5.9 Test:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
15:03:51 é“)'s Not Applicable

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

5.9 Result:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:03:51 b(4)'6 Not Applicable

(UTC-08:00) (©) ®)

Pacific Time (US

& Canada)

5.g Not Done:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 b(4)é Not Applicable

(UTC-08:00) ®)(
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:28

Site No: 1152

Subject No: 11521095

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Pacific Time (US
& Canada)
5.gLNMT
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 é4)é Not Applicable
(UTC-08:00) ®)(
Pacific Time (US
& Canada)
5.h
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 (b()“%é) Sponsor-Def Not Ap
(UTC-08:00) ined I dentifi plicabl
Pacific Time (US er: e
& Canada) Test:: Not Ap
plicabl
e
Result:: Not Ap
plicabl
e
Not Done::  Not Ap
plicabl
e
Lab Normal Not Ap
Range: plicabl
e
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

5.h Sponsor ID:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
15:03:51 b(4)-6 Not Applicable

(UTC-08:00) (6) (®)

Pacific Time (US

& Canada)

5.h Test:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
15:03:51 é“)'s Not Applicable

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

5.h Result:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:03:51 b(4)'6 Not Applicable

(UTC-08:00) (©) ®)

Pacific Time (US

& Canada)

5.h Not Done:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 b(4)é Not Applicable

(UTC-08:00) ®)(
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:28

Site No: 1152

Subject No: 11521095

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Pacific Time (US
& Canada)
5.h LNMT
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 é4)é Not Applicable
(UTC-08:00) ®)(
Pacific Time (US
& Canada)
5.
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 (b()“%é) Sponsor-Def Not Ap
(UTC-08:00) ined I dentifi plicabl
Pacific Time (US er: e
& Canada) Test:: Not Ap
plicabl
e
Result:: Not Ap
plicabl
e
Not Done::  Not Ap
plicabl
e
Lab Normal Not Ap
Range: plicabl
e
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

5.1 Sponsor ID:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 b(4)-6 Not Applicable

(UTC-08:00) ®)(

Pacific Time (US

& Canada)

5.1 Test:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 é“)'s Not Applicable

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

5.i Result:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:03:51 b(4)'6 Not Applicable

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

5.i Not Done:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 |(b) (6) Data Entry: Initial Entry
15:03:51 Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:28

Site No: 1152

Subject No: 11521095

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
(UTC-08:00) (b) (4)
Pacific Time (US
& Canada)
5i LNMT
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:03:51 b(4)'6 Not Applicable
(UTC-08:00) (6) (®)
Pacific Time (US
& Canada)
5]
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 o 6 Sponsor-Def Not Ap
(UTC-08:00) ined I dentifi plicabl
Pacific Time (US er: e
& Canada) Test:: Not Ap
plicabl
e
Result:: Not Ap
plicabl
e
Not Done::  Not Ap
plicabl
e
Lab Normal Not Ap
Range: plicabl
e
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

5. Sponsor ID:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
15:03:51 b(4)-6 Not Applicable

(UTC-08:00) (6) (®)

Pacific Time (US

& Canada)

5.) Test:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
15:03:51 é“)'s Not Applicable

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

5.] Result:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:03:51 b(4)'6 Not Applicable

(UTC-08:00) (©) ®)

Pacific Time (US

& Canada)

5.] Not Done:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 b(4)é Not Applicable

(UTC-08:00) ®)(

*** Confidential***

Page 473 of 582

FDA-CBER-2021-5683-0942004




090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Pacific Time (US ‘

& Canada)

5j LNMT

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:51 é4)é Not Applicable

(UTC-08:00) ®)(

Pacific Time (US

& Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:27
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Date:
Date Location User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:04:23 b(4)é Not Applicable
(UTC-08:00) (b) (6)
Pacific Time (US
& Canada)
2.a
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:04:23 (é)‘l%é Record Identi Not
(UTC-08:00) fier:: Appli
Pacific Time (US cable
& Canada) Systolic:: Not
Appli
cable
Diastolic:: Not
Appli
cable
Respiratory R Not
atein respirat Appli
ion/minute; cable
Heart Ratein Not
beatsminute: Appli
cable
2.a Record | dentifier:
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Nov/06/2020

Form Version: 30-Jul-2020 21:27

Site No: 1152

Subject No: 11521095

Form Status. Data Complete, Frozen

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
15:04:23 b(4)é Not Applicable

(UTC-08:00) (b) (6)

Pacific Time (US

& Canada)

2.a Systalic:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:04:23 é4)é Not Applicable

(UTC-08:00) (b) (6)

Pacific Time (US

& Canada)

2.aDiastolic:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:04:23 b(4)'6 Not Applicable

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

2.a Respiratory Rate in respirations/minute:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:04:23 b(4)é Not Applicable

(UTC-08:00) (6) (6)

Pacific Time (US

& Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:27
Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

2.a Heart Rate in beats/minute:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
15:04:23 b(4)é Not Applicable

(UTC-08:00) (6) (®)

Pacific Time (US

& Canada)

*** Confidential***

Page 477 of 582

FDA-CBER-2021-5683-0942008




090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:28

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF
Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Date:

Date Location User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:04:40 b(4)é Not Applicable

(UTC-08:00) (0) (6)

Pacific Time (US

& Canada)

2.a

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:04:40 (é)‘l%é Record Ide Not App

(UT(?'08_100) ntifier::  licable

Pacific Time (US Oxygen Sat Not App

& Canada) uration: licable

2.a Record | dentifier:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:04:40 b(4)'6 Not Applicable

(UTC-08:00) (6) (6)

Pacific Time (US

& Canada)

2.a SPO2 Pulse Oximetry %

Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 30-Jul-2020 21:28
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF
Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:04:40 ( b()4%-6) Not Applicable

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 06-Jul-2020 21:52
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: OXY GENATION PARAMETERS - eCRF Audit
Trail History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Date Time of Assessment:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:04:58 b(4)é Not Applicable
(UTC-08:00) () ©)
Pacific Time (US
& Canada)
2. Arterial Blood Gases PaO2 (mmHQ):
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:04:58 é4)é Not Applicable
(UTC-08:00) ®)(
Pacific Time (US
& Canada)
3. FiO2 (Fraction of Inhaled Oxygen):
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
15:04:58 b(4)'6 Not Applicable
(UTC-08:00) (©) (®)
Pacific Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 06-Jul-2020 21:55
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. What isthe medication identifier?

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:35 b(4)é Not Applicable

(UTC-08:00) (0) (6)

Pacific Time (US

& Canada)

2. Category:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:35 é4)é Not Applicable

(UTC-08:00) ®)(

Pacific Time (US

& Canada)

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
15:03:35 b(4)'6 Not Applicable

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic
name isunknown, enter the full trade or proprietary name. Include clarifying information in the
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 06-Jul-2020 21:55
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Medication text (e.g., I ngredient(s), route, use, formulation).

Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
15:03:35 (4), Not Applicabl
(UTC-08:00) (6) (®) O AR
Pacific Time (US
& Canada)
5. Start Date:
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
15:03:35 (4), Not Applicabl
(UTC-08:00) (b) (6) > AP
Pacific Time (US
& Canada)
6. Ongoing?
Date L ocation User Value Reason
Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:03:35 (4), Not Applicabl
(UTC-08:00) () () O APPIERE
Pacific Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 06-Jul-2020 21:53
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: IMAGING - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

*** Confidential***

1. Date of Assessment:

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

15:03:21 b(4)é Not Applicable

(UTC-08:00) (0) (6)

Pacific Time (US

& Canada)

2. Location of Assessment:

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

15:03:21 é4)é Not Applicable

(UTC-08:00) ®)(

Pacific Time (US

& Canada)

3. Type of Imaging Exam:

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

15:03:21 b(4)'6 Not Applicable

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

4, Assessment:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/06/2020
Form Version: 06-Jul-2020 21:53
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: IMAGING - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Nov-19-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
15:03:21 b(4)'6 Not Applicable
(UTC-08:00) (6) (6)
Pacific Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Trail History

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit

Form Status. Data Complete, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Jan-11-2021 ACVOPFEINFP6000 |auto query |Query 1. Deleted Close Auto

20:51:50 (autoquery) Query

(UTC-08:00)

Pacific Time (US

& Canada)

Jan-11-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Transcription

20:43:06 (0) (6) Jan/10/2021 Error

(UTC-08:00)

Pacific Time (US

& Canada)

Jan-11-2021 ACVOPFEINFP6000 |autoquery |Query 2: Deleted Close Auto

20:42:32 (autoquery) Query

(UTC-08:00)

Pacific Time (US

& Canada)

Jan-11-2021 ACVOPFEINFP6000 |auto query | Query 2: Candidate Date of Viditis

20:41:35 (autoquery) completed but

(UTC-08:00) Date of

Pacific Time (US Assessment in

& Canada) the Signs and
Symptoms form
ismissing.
Please review
and update as
appropriate.

Jan-11-2021 ACVOPFEINFP6000 |auto query | Query 1. Candidate Date of Visitis

20:41:35 (autoquery) completed but
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Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit
Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

(UTC-08:00) Date of

Pacific Time (US Collection in

& Canada) both Nasal
Swab Self and
Nasal Swab are
missing. Please
review and
update as
appropriate.

Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

20:41:35 (b) (6) Jan/11/2021

(UTC-08:00)

Pacific Time (US

& Canada)

3. COVID-19 llIness Visit:

Date L ocation User Value Reason

Jan-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

20:41:35 (autocalc) | COVID_B

(UTC-08:00)

Pacific Time (US &

Canada)

Page 486 of 582

*** Confidential***
FDA-CBER-2021-5683-0942017




090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

Visit: POT_COVID _ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 10-Dec-2020 02:29

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

*** Confidential***

1. Date of Assessment:

Date L ocation User Value Reason

Jan-11-2021 ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto

20:43:06 (autoquery) Query

(UTC-08:00)

Pacific Time (US

& Canada)

Jan-11-2021 ACVOPFEINFP6000 |auto query | Query 1. Opened Date of

20:42:32 (autoquery) assessment is

(UTC-08:00) not same as

Pacific Time (US Date Visit.

& Canada) Please check
and correct.

Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

20:42:32 (0) (6) Jan/10/2021

(UTC-08:00)

Pacific Time (US

& Canada)

2. Date of First Symptom Started:

Date L ocation User Value Reason

Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

20:42:32 (b) (6) Jan/9/2021

(UTC-08:00)

Pacific Time (US &

Canada)

3. Symptoms Ongoing?
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Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 10-Dec-2020 02:29

Site No: 1152

Subject No: 11521095

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

Date L ocation User Value Reason

Mar-09-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) | Query 1: Closed Response

09:05:34 satisfies query

(UTC-08:00)

Pacific Time (US

& Canada)

Mar-08-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | Cough still

16:07:57 (b) (6) ongoing.

(UTC-08:00)

Pacific Time (US

& Canada)

Mar-04-2021 ACVOPFEINFP6000 | (b) (4), (0) () | Query 1: Reissued: | Clin:

12:35:51 Opened Symptoms

(UTC-08:00) Ongoing?is

Pacific Time (US YES. If

& Canada) symptoms have
ended, please
update to NO
and enter Date
of Last
Symptom
Resolved.

Mar-04-2021 ACVOPFEINFPE000 | (b) (4), (b) (6) Query 1: Answered | WHAT CRF

08:20:32 ARE YOU

(UTC-08:00) REFERRING

Pacific Time (US TO? THERE

& Canada) ARE NO
OPEN
QUERIES ON
THE SUBJECT
FORMS.

Mar-01-2021 ACVOPFEINFP6000 (b) (6) Query 1: Opened Clin: As subject
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Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 10-Dec-2020 02:29

Site No: 1152

Subject No: 11521095

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

14:03:52 (b) (4), was recently

(UTC-08:00) (b) (6) vaccinated on

Pacific Time (US 04Feb2021,

& Canada) please clarify
whether the
reported
symptoms are
still ongoing. If
symptoms have
ended, please
update
‘Symptoms
Ongoing’ to
‘NO’ and add
Date of Last
Symptom
Resolved on the
CRF.

Jan-11-2021 ACVOPFEINFPE000 || (b) (4), (b) (6) |DataEntry: Initial Entry

20:42:32 YES

(UTC-08:00)

Pacific Time (US

& Canada)

4.a

Date L ocation User Value Reason

Jan-11-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

20:42:32 () (6) Symptoms.  FEVE

(UTC-08:00) R

Pacific Time (US & Symptom Pres NO

Canada) ent:

4.a Symptoms:
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Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 10-Dec-2020 02:29

Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:42:32 (b) (6) FEVER
(UTC-08:00)
Pacific Time (US &
Canada)
4.a \Was symptom present?
Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
20:42:32 (b) (6) NO
(UTC-08:00)
Pacific Time (US &
Canada)
4.b
Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:42:32 (b) (6) Sympto NEW OR IN
(UTC-08:00) ms: CREASED C
Pacific Time (US & OUGH
Canada)
Sympto YES
m Prese
nt:
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Header Text: c4591001

Visit: POT_COVID_ILL 2- Form: SIGNSAND SYMPTOMS OF POTENTIAL
Unscheduled Visit on Jan/10/2021 COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status. Data Complete

Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

4.b Symptoms:

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:42:32 (b) (6) NEW OR INCREASE

(UTC-08:00) D COUGH

Pacific Time (US &

Canada)

4.b Was symptom present?

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:42:32 (b) (6) YES
(UTC-08:00)
Pacific Time (US &
Canada)
4.c
Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
20:42:32 (6) (6) Symp NEW OR INC
(UTC-08:00) toms; REASED SHO
Pacific Time (US & RTNESS OF B
Canada) REATH

Symp NO

tom P

resent
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Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 10-Dec-2020 02:29

Site No: 1152

Subject No: 11521095

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

4.c Symptoms:

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFPG0O00 | (b) (4), Data Entry: Initial Entry
20:42:32 (b) (6) NEW OR INCREASE

(UTC-08:00) D SHORTNESS OF B

Pacific Time (US & REATH

Canada)

4.c Was symptom present?

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:42:32 (b) (6) NO

(UTC-08:00)

Pacific Time (US &

Canada)

4d

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
20:42:32 (6) (6) Symptoms.  CHIL

(UTC-08:00) LS

Pacific Time (US &
Canada)

Symptom Pre NO
sent:
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Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 10-Dec-2020 02:29
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

4.d Symptoms:
Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:42:32 (b) (6) CHILLS
(UTC-08:00)
Pacific Time (US &
Canada)
4.d Was symptom present?
Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:42:32 (b) (6) NO
(UTC-08:00)
Pacific Time (US &
Canada)
4.e
Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:42:32 (6) (6) Sympt NEW OR INC
(UTC-08:00) oms. REASED MU
Pacific Time (US & SCLE PAIN
Canada) sympt NO
om Pre
sent:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 10-Dec-2020 02:29

Site No: 1152

Subject No: 11521095

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
4.e Symptoms:
Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFPG0O00 | (b) (4), Data Entry: Initial Entry
20:42:32 (b) (6) NEW OR INCREASE
(UTC-08:00) D MUSCLE PAIN
Pacific Time (US &
Canada)
4.e Was symptom present?
Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:42:32 (b) (6) NO
(UTC-08:00)
Pacific Time (US &
Canada)
4f
Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
20:42:32 (b) (6) Sympt NEW LOSS
(UTC-08:00) oms. OFTASTEO
Pacific Time (US & R SMELL
Canada)

Sympt NO

om Pre

sent:

Page 494 of 582

*** Confidential***
FDA-CBER-2021-5683-0942025




090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2- Form: SIGNSAND SYMPTOMS OF POTENTIAL
Unscheduled Visit on Jan/10/2021 COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status. Data Complete

Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
4.f Symptoms:
Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:42:32 (b) (6) NEW LOSS OF TAST
(UTC-08:00) E OR SMELL
Pacific Time (US &
Canada)
4.f Was symptom present?
Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:42:32 (b) (6) NO
(UTC-08:00)
Pacific Time (US &
Canada)
4.9
Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:42:32 (6) (6) Sympt NEW OR INC
(UTC-08:00) oms. REASED SO
Pacific Time (US & RE THROAT
Canada) Sympt YES
om Pre
sent:
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Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 10-Dec-2020 02:29

Site No: 1152

Subject No: 11521095

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

4.9 Symptoms:

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFPG0O00 | (b) (4), Data Entry: Initial Entry
20:42:32 (b) (6) NEW OR INCREASE

(UTC-08:00) D SORE THROAT

Pacific Time (US &

Canada)

4.9 Was symptom present?

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:42:32 (b) (6) YES

(UTC-08:00)

Pacific Time (US &

Canada)

4.h

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
20:42:32 (6) (6) Symptoms. DIARR

(UTC-08:00) HEA

Pacific Time (US &
Canada)

Symptom Pr NO
esent:
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Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 10-Dec-2020 02:29

Site No: 1152

Subject No: 11521095

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

4.h Symptoms:

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:42:32 (b) (6) DIARRHEA

(UTC-08:00)

Pacific Time (US &

Canada)

4.h Was symptom present?

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:42:32 (b) (6) NO

(UTC-08:00)

Pacific Time (US &

Canada)

4.

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:42:32 (B) (6) Symptoms.  VOMIT

(UTC-08:00) ING

Pacific Time (US & Symptom Pr NO

Canada) esent:
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Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 10-Dec-2020 02:29

Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

4.i Symptoms:

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFPG0O00 | (b) (4), Data Entry: Initial Entry
20:42:32 (b) (6) VOMITING

(UTC-08:00)

Pacific Time (US &

Canada)

4.i Was symptom present?

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:42:32 (b) (6) NO

(UTC-08:00)

Pacific Time (US &
Canada)
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Header Text: c4591001

Visit: POT_COVID _ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 06-Jul-2020 21:54

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trall
History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:50:54 (b) (6) Not Done

(UTC-08:00)

Pacific Time (US &

Canada)

2. Specimen Type:

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:50:54 (b) (6) Not Done

(UTC-08:00)

Pacific Time (US &

Canada)

3. Specimen Collection Location:

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:50:54 (b) (6) Not Done

(UTC-08:00)

Pacific Time (US &

Canada)

4. Assay Code and Description:

Date L ocation User Value Reason

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 06-Jul-2020 21:54

Site No: 1152

Subject No: 11521095

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail
History
Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:50:54 (b) (6) Not Done

(UTC-08:00)

Pacific Time (US &

Canada)

5. Device Type:

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFPG0O00 | (b) (4), Data Entry: Initial Entry
20:50:54 (b) (6) Not Done

(UTC-08:00)

Pacific Time (US &

Canada)

6. Trade Name:

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:50:54 (b) (6) Not Done

(UTC-08:00)

Pacific Time (US &

Canada)

7. Test Result:

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
20:50:54 (b) (6) Not Done

(UTC-08:00)

Pacific Time (US &
Canada)

8. Comments/Findings/Details:

Page 500 of 582

*** Confidential***

FDA-CBER-2021-5683-0942031




090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2- Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trall
Unscheduled Visit on Jan/10/2021 History

Form Version: 06-Jul-2020 21:54 Form Status. Data Complete, Frozen

Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:50:54 (b) (6) Not Done

(UTC-08:00)

Pacific Time (US &

Canada)

9. Trade Name Other, Specify:

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
20:50:54 (b) (6) Not Done

(UTC-08:00)

Pacific Time (US &

Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Data Origin

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
20:51:36 (autocalc) | SITE

(UTC-08:00)

Pacific Time (US &

Canada)

2. Sample Type

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
20:51:36 (autocalc) | NASAL_SWAB_SELF

(UTC-08:00)

Pacific Time (US &

Canada)

3. Sample Collected?

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:51:36 (b) (6) NO

(UTC-08:00)

Pacific Time (US &

Canada)

4. 1f no sample was collected or sample was not collected according to protocol, please provide

reason.:

Date

L ocation

User

Value

Reason
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Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 22-Apr-2020 21:03

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Jan-11-2021
20:51:36
(UTC-08:00)
Pacific Time (US &
Canada)

ACVOPFEINFPG6000

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

Data Entry: Initial Entry
SUBJECT CAMETO

OFFICE FOR SWAB.

*** Confidential***
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090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Data Origin

Date

L ocation User

Value

Reason

Jan-11-2021
20:51:50
(UTC-08:00)
Pacific Time (US &
Canada)

ACVOPFEINFP6000 |auto calc

(autocalc)

DataEntry:
SITE

Initial Entry

2. Sample Type

Date

L ocation User

Value

Reason

Jan-11-2021
20:51:50
(UTC-08:00)
Pacific Time (US &
Canada)

ACVOPFEINFP6000 |autocac

(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date

L ocation User

Value

Reason

Jan-14-2021
21:08:10
(UTC-08:00)
Pacific Time (US
& Canada)

ACVOPFEINFP6000

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

Query 1: Closed

Response
satisfies query

Jan-13-2021
07:31:33
(UTC-08:00)
Pacific Time (US
& Canada)

ACVOPFEINFP6000

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

Query 1: Answered

OK.
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Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

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

Form Status. Data Complete, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

03:46:36
(UTC-08:00)
Pacific Time (US
& Canada)

Jan-13-2021 ACVOPFEINFP6000 | (b) (4), Query 1. Reissued: | DM: Thank

(b) (6) Opened you for
response.
Kindly record
thereasonin
field ‘If no
sample was
collected or
sample was not
collected
according to
protocol,
please provide
reason:’ of this

page.

Jan-11-2021 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto

20:53:27 (autoquery) Query

(UTC-08:00)

Pacific Time (US

& Canada)

Jan-11-2021 ACVOPFEINFP6000 | (b)(4), (b) (6) | Query 1: Answered | CORRECT.

20:53:10 SPOKE TO

(UTC-08:00) SUBJECT

Pacific Time (US 1/10/21.

& Canada) SUBJECT
WANTED TO
COMETO
THE OFFICE
FOR THE
SWAB TO BE
DONE
WHICH
OCCURED
ON V/11/21

*** Confidential***
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090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 22-Apr-2020 21:03

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

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

Form Status. Data Complete, Frozen, Verified
Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Jan-11-2021 ACVOPFEINFP6000 | auto query Query 2: Candidate | 'Sample
20:51:50 (autoquery) Collected? is
(UTC-08:00) Yes, however
Pacific Time (US no barcodes
& Canada) are entered.
Please review
and correct as
appropriate.
Jan-11-2021 ACVOPFEINFP6000 | auto query Query 1: Opened Date of
20:51:50 (autoquery) Collection
(UTC-08:00) 11/Jan/2021 is
Pacific Time (US different from
& Canada) Date of Visit
10/Jan/2021.
Please review
and update as
appropriate,
else clarify.
Jan-11-2021 ACVOPFEINFPE000 | (b)(4), (b) (6) |DataEntry: Initial Entry
20:51:50 YES
(UTC-08:00) Date of Collection:
Pacific Time (US
& Canada) Jan/11/2021

4. 1f no sample was collected or sample was not collected according to protocol, please provide

reason:
Date L ocation User Value Reason
Jan-13-2021 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
07:32:25 b(“)’6 Swab collected in the

(UTC-08:00) (b) (®) office on the day after

Pacific Time (US origina contact, per pa

& Canada) tient preference.
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Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

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

Form Status. Data Complete, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

5.a

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFPG0O00 | (b) (4), Data Entry: Initial Entry
20:53:27 (b) (6) Sample 1D: BRRL4M

(UTC-08:00)

Pacific Time (US &

Canada)

5.a SampleID

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:53:27 (b) (6) BRRL4M

(UTC-08:00)

Pacific Time (US &

Canada)

*** Confidential***
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090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

Visit: POT_COVID _ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 10-Dec-2020 02:26
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
History

Form Status. Data Complete
Site Name: (1152) California Research Foundation
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

la
Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:53:47 (0) (6) Type of Practi SPEC
(UTC-08:00) tioner: IALIS
Pacific Time (US & T
Canada) Occurrenceof NO
Visitsor Cont
acts:
1.aPhysician or Healthcare Professional:
Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
20:53:47 (b) (6) SPECIALIST
(UTC-08:00)
Pacific Time (US &
Canada)
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFPG0O00 | (b) (4), Data Entry: Initial Entry
20:53:47 (b) (6) NO
(UTC-08:00)
Pacific Time (US &
Canada)

1b
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090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 10-Dec-2020 02:26

Site No: 1152

Subject No: 11521095

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
History

Form Status. Data Complete

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:53:47 (b) (6) Typeof Pra EMERG
(UTC-08:00) ctitioner:  ENCY R
Pacific Time (US & OOM
Canada) Occurrence NO

of Vigitsor

Contacts:
1.b Physician or Healthcare Professional:
Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:53:47 (b) (6) EMERGENCY ROOM
(UTC-08:00)
Pacific Time (US &
Canada)
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
20:53:47 (b) (6) NO
(UTC-08:00)
Pacific Time (US &
Canada)
1.c
Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:53:47 (b) (6) Typeof Pr PRIMAR
(UTC-08:00)
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Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 10-Dec-2020 02:26

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
History

Form Status. Data Complete

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Pacific Time (US &

actitioner: Y CARE

Canada) PHYSICI
AN

Occurrenc NO

eof Vidts

or Contact

S
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
20:53:47 (b) (6) PRIMARY CARE PH
(UTC-08:00) YSICIAN
Pacific Time (US &
Canada)
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFPG0O00 | (b) (4), Data Entry: Initial Entry
20:53:47 (b) (6) NO
(UTC-08:00)
Pacific Time (US &
Canada)
1d
Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
20:53:47 (b) (6) Type of Pract URGE
(UTC-08:00) itioner: NT CA
Pacific Time (US & RE
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Header Text: c4591001

Visit: POT_COVID_ILL 2- Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
Unscheduled Visit on Jan/10/2021 History

Form Version: 10-Dec-2020 02:26 Form Status. Data Complete

Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Canada) Occurrence o NO

f Visitsor Co

ntacts:

1.d Physician or Healthcare Professional:

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:53:47 (b) (6) URGENT CARE

(UTC-08:00)

Pacific Time (US &

Canada)

1.d Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:53:47 (b) (6) NO

(UTC-08:00)

Pacific Time (US &

Canada)

le

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:53:47 (b) (6) Typeof Pr TELEPH

(UTC-08:00) actitioner: ONE CO

Pacific Time (US & NSULTAT

Canada) ION

Page 511 of 582

*** Confidential***
FDA-CBER-2021-5683-0942042
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Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 10-Dec-2020 02:26

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
History

Form Status. Data Complete

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Occurrenc NO

eof Vidits

or Contact

S
1.e Physician or Healthcare Professional:
Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:53:47 (b) (6) TELEPHONE CONSU
(UTC-08:00) LTATION
Pacific Time (US &
Canada)
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:53:47 (b) (6) NO
(UTC-08:00)
Pacific Time (US &
Canada)
1f
Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
20:53:47 (b) (6) Typeof Practiti OT
(UTC-08:00) oner: HE

Pacific Time (US &
Canada)

R

Occurrenceof V NO
isitsor Contacts
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090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Jan/10/2021
Form Version: 10-Dec-2020 02:26

Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
History
Form Status. Data Complete

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

1.f Physician or Healthcare Professional:

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFPG0O00 | (b) (4), Data Entry: Initial Entry
20:53:47 (b) (6) OTHER

(UTC-08:00)

Pacific Time (US &

Canada)

1.f Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:53:47 (b) (6) NO

(UTC-08:00)

Pacific Time (US &

Canada)

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

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
20:53:47 (b) (6) NO

(UTC-08:00)

Pacific Time (US &

Canada)
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090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2-

Unscheduled Visit on Jan/10/2021

Form Version: 06-Jul-2020 21:52

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Form Status. Data Complete

Form: ILLNESS DETAILS - eCRF Audit Trail History

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
20:54:03 (autocalc) | POTENTIAL COVID-1

(UTC-08:00) 9 ILLNESS

Pacific Time (US &

Canada)

2. Was a diagnosis obtained for Potential COVID-19 I1Iness?

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:54:03 (b) (6) NO

(UTC-08:00)

Pacific Time (US &

Canada)

3. Toxicity Grade:

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:54:03 (b) (6) 1

(UTC-08:00)

Pacific Time (US &
Canada)
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Header Text: c4591001

Visit: POT_COVID CONVA 1 -
Unscheduled Visit on Feb/04/2021

Form Version: 22-Apr-2020 21:04

Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT -
eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
23:13:01 (b) (6) Feb/4/2021

(UTC-08:00)

Pacific Time (US &

Canada)

3. COVID-19 lllness Visit:

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
23:13:01 (b) (6) COVID_B1

(UTC-08:00)

Pacific Time (US &
Canada)

*** Confidential***
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090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

Visit: POT_COVID_CONVA 1 -

Unscheduled Visit on

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Feb/04/2021

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Data Origin

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
23:13:13 (autocalc) | SITE

(UTC-08:00)

Pacific Time (US &

Canada)

2. Sample Type

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
23:13:13 (autocalc) | SERUM

(UTC-08:00)

Pacific Time (US &

Canada)

3. Sample Collected?

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 |autoquery |[Query 1: Deleted Close Auto
23:13:25 (autoquery) Query
(UTC-08:00)

Pacific Time (US

& Canada)

Feb-05-2021 ACVOPFEINFP6000 |autoquery |Query 1. Candidate '‘Sample
23:13:13 (autoquery) Collected? is
(UTC-08:00) Yes, however
Pacific Time (US no barcodes are
& Canada) entered. Please
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090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Site No: 1152

Subject No: 11521095

Header Text: c4591001

Visit: POT_COVID_CONVA 1 -
Unscheduled Visit on Feb/04/2021

Form Version: 22-Apr-2020 21:03

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
review and
correct as
appropriate.

Feb-05-2021 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry

23:13:13 (b) (6) YES

(UTC-08:00) Date of Collection:

Pacific Time (US

& Canada) Feb/4/2021

5.a

Date L ocation User Value Reason

Feb-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

23:13:25 (b) (6) Sample |D: BRCMRF

(UTC-08:00)

Pacific Time (US &

Canada)

5.a Sample D

Date L ocation User Value Reason

Feb-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

23:13:25 (0) (6) BRCMRF

(UTC-08:00)

Pacific Time (US &

Canada)

5b

Date L ocation User Value Reason

Feb-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

23:13:39 (b) (6) Sample!D BRCMR

(UTC-08:00) : G
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 -
Unscheduled Visit on Feb/04/2021

Form Version: 22-Apr-2020 21:03
Site No: 1152
Subject No: 11521095

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

Form Status. Data Complete, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated By: | (b) (4)

Generated Time (GMT): 29-Mar-2021 11:56

Pacific Time (US &
Canada)

5.b Sample D

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
23:13:39 (b) (6) BRCMRG

(UTC-08:00)

Pacific Time (US &

Canada)

5.c

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
23:13:53 (b) (6) Sample ID: BSBKRV

(UTC-08:00)

Pacific Time (US &

Canada)

5.c Sample D

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
23:13:53 (b) (6) BS6KRV

(UTC-08:00)

Pacific Time (US &

Canada)
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Header Text: c4591001

Form Version: 15-Sep-2020 21:55
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail

History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
13:39:02 b(4)’6 Oct/8/2020

(UTC-08:00) (b) (6)

Pacific Time (US

& Canada)

2. Phase of Disposition:

Date L ocation User Value Reason
Oct-08-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:39:02 (autocalc) | VACCINATION

(UTC-08:00)

Pacific Time (US &

Canada)

3. Status:

Date L ocation User Value Reason
Oct-08-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
13:39:02 b(4),6 COMPLETED

(UTC-08:00) (b) (®)

Pacific Time (US

& Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form: ADVERSE EVENT REPORT - Audit Trall
Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1152 Site Name: (1152) California Research Foundation

Subject No: 11521095
Generated By: | (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Date Location

User

Value

Reason

Nov-12-2020 ACVOPFEINFP6000
13:40:37
(UTC-08:00)
Pacific Time (US &
Canada)

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

Form Created
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Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Pacific Time (US &
Canada)

Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFP6000 || (b) Form Created

13:43:01 b(4)-6

(UTC-08:00) (©) (®)
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date

L ocation

User

Value

Reason

Jan-23-2021
13:18:10
(UTC-08:00)
Pacific Time (US &
Canada)

ACVOPFEINFP6000

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

Form Deleted

DELETED
ASPER
QUERY.

Nov-13-2020
14:05:06
(UTC-08:00)
Pacific Time (US &
Canada)

ACVOPFEINFP6000

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

Form Created
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Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Pacific Time (US &
Canada)

Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 ((tg)) ((‘é)) Form Created

12:13:06

(UTC-08:00)
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 | (b) Form Created

12:14:10 (tf)“z'ﬁ

(UTC-08:00)

Pacific Time (US &
Canada)

Page 524 of 582

*** Confidential***

FDA-CBER-2021-5683-0942055




090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Category:

Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:40:37 (autocalc) | ADVERSE EVENT

(UTC-08:00)

Pacific Time (US &

Canada)

2. AE ID:

Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
13:40:37 (autocalc) |1

(UTC-08:00)

Pacific Time (US &

Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
13:40:37 é“)'s urinary frequency

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

4. Start Date Time:

Date L ocation User Value Reason
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090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1152

Subject No: 11521095

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Nov-12-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:40:37 b(4)'6 Oct/6/2020 UNK:UN
(UTC-08:00) (6) (6) K
Pacific Time (US
& Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 (b) Data Entry: New
13:57:45 b(4)é NO Information
(UTC-08:00) () ( End Date Time:
Pacific Time (US
& Canada) Nov/1/2020 UNK:

UNK
Nov-12-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
13:40:37 b(4)16 YES
(UTC-08:00) (b) (®)
Pacific Time (US
& Canada)
6. Toxicity Grade:
Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:40:37 b(4)'6 1
(UTC-08:00) (6) (6)
Pacific Time (US
& Canada)

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.
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Site No: 1152

Generated By:

Form Version: 22-Apr-2020 21:02

Subject No: 11521095

Header Text: c4591001
Visit: Logs - Unscheduled

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1152) California Research Foundation

(b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

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

outcomes).
Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
13:40:37 b(4)é NO
(UTC-08:00) ®)(
Pacific Time (US
& Canada)
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
13:40:37 b(4)&5 NO
(UTC-08:00) ®)(
Pacific Time (US
& Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
13:40:37 é“),e NOT RELATED
(UTC-08:00) () ( If Not Related to stud
Pacific Time (US y treatment(s), this ev
& Canada) ent is dueto:

OTHER

If Other, specify:
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1152

Subject No: 11521095

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
unknown
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
13:40:37 é4);3 NOT APPLICABLE
(UTC-08:00) ®)(
Pacific Time (US
& Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
13:40:37 b(4)'6 NO
(UTC-08:00) (©) (®)
Pacific Time (US
& Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:40:37 b(4)'6 NO
(UTC-08:00) () (
Pacific Time (US
& Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
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Site No: 1152

Form Version: 22-Apr-2020 21:02

Subject No: 11521095

Header Text: c4591001
Visit: Logs - Unscheduled

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

Nov-13-2020 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto

14:05:29 (autoquery) Query

(UTC-08:00)

Pacific Time (US

& Canada)

Nov-13-2020 ACVOPFEINFP6000 | (b) Data Entry: New

14:05:29 (), RECOVERED/RES | Information

(UTC-08:00) ®)(®) OLVED

Pacific Time (US

& Canada)

Nov-13-2020 ACVOPFEINFP6000 | auto query Query 1: Opened For AE urinary

13:57:45 (autoquery) frequency:

(UTC-08:00) Response to

Pacific Time (US "What was the

& Canada) outcome of this
adverse event?"
is'Not
Recovered/Not
Resolved' but
AE End
Date/Timeis
present.

Nov-12-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry

13:40:37 (), NOT RECOVERED

(UTC-08:00) ©)(®) NOT RESOLVED

Pacific Time (US

& Canada)

14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason

Nov-12-2020 ACVOPFEINFPE000 | (b) (6) Data Entry: Initial Entry

13:40:37 NO
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Header Text: c4591001
Vigit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

(UTC-08:00)
Pacific Time (US
& Canada)

(b) (4)
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Header Text: c4591001

Vigit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Category:

Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:43:.01 (autocalc) | ADVERSE EVENT

(UTC-08:00)

Pacific Time (US &

Canada)

2. AE ID:

Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:43:01 (autocalc) |2

(UTC-08:00)

Pacific Time (US &

Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Nov-14-2020 ACVOPFEINFP6000 |Giselle Query 1: Closed Update has
12:45:40 Cadtillo been noted.
(UTC-08:00) (b) (4) Thank you.
Pacific Time (US

& Canada)

Nov-13-2020 ACVOPFEINFPG000 | (b) Query 1: Answered | Please unfreeze
13:16:51 b(4)23 the Med Hx
(UTC-08:00) (©) () page so that the
Pacific Time (US entry for
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1152

Subject No: 11521095

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

& Canada) "depression”
can be
corrected to
"Bipolar
Disorder".
Thank you.

Nov-13-2020 ACVOPFEINFP6000 |Giselle Query 1: Opened Per case

11:18:20 Casdtillo narrative, the

(UTC-08:00) (b) (4) subject has a

Pacific Time (US med hx of

& Canada) bipolar disorder
not recorded in
the Med HXx.
Please revise
page and
update
accordingly.
Thank you

Nov-12-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

13:43:01 (4), worsening of bipolar

(UTC-08:00) ®)(®) disorder

Pacific Time (US

& Canada)

4, Start Date Time:

Date L ocation User Value Reason

Nov-14-2020 ACVOPFEINFPE000 | (b) (4), (b) Query 1: Closed Response satisfies

07:20:23 (6) query

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Nov-13-2020 ACVOPFEINFPG000 | (b) Query 1: Answered | An updated SAE

13:17:47 ( b()42-6) form will be sent.

(UTC-08:00) Start dateis

Pacific Time (US correct as entered.

& Canada)

Nov-13-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Opened SAE RECON:

01:29:31 (6) AER#2020437860

(UTC-08:00) ,onset date was

Pacific Time (US missing in Safety

& Canada) database however,
recorded as
290ct2020 on AE
CRF. Please
confirm correct
Onset Date. If
safety update is
required, please
submit a
follow-up SAE
form.

Nov-12-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

13:43:01 ( b()42-6) Oct/29/2020 UNK:

(UTC-08:00) UNK

Pacific Time (US

& Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Nov-13-2020 ACVOPFEINFP6000 (b) Data Entry: New

13:49:09 ( b()‘% NO Information

(UTC-08:00) End Date Time:

Pacific Time (US

& Canada) Nov/6/2020 UNK:
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1152

Subject No: 11521095

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
UNK
Nov-12-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
13:43:01 é“)é YES
(UTC-08:00) (b) (6)
Pacific Time (US
& Canada)
6. Toxicity Grade:
Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
13:43:01 b(“)é5 3
(UTC-08:00) (b) (6)
Pacific Time (US
& Canada)

7. |sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

outcomes).

Date L ocation User Value Reason

Nov-22-2020 ACVOPFEINFP6000 | Giselle Query 2: Closed Thank you.

12:38:59 Cadtillo

(UTC-08:00) (b) (4)

Pacific Time (US

& Canada)

Nov-20-2020 ACVOPFEINFP6000 |(b) (6) Query 2: Answered | | will befacing

07:30:38 the form shortly.
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Header Text: c4591001
Visit: Logs - Unscheduled

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

History
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Frozen
Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

(UTC-08:00) (b) (4)

Pacific Time (US

& Canada)

Nov-20-2020 ACVOPFEINFPE000 |Giselle Query 2: Reissued:O | Clin: Thanks for

06:11:17 Casdtillo pened confirming.

(UTC-08:00) (b) (4) Please respond

Pacific Time (US to the query

& Canada) once additional
information is
available.
Thanks

Nov-19-2020 ACVOPFEINFP6000 | (b) Query 2: Answered | OK.

15:05:55 ( b()‘%)

(UTC-08:00)

Pacific Time (US

& Canada)

Nov-19-2020 ACVOPFEINFP6000 | Giselle Query 2: Opened As per the

11:35:49 Castillo request of our

(UTC-08:00) (b) (4) Data Monitoring

Pacific Time (US Committee,

& Canada) pleaseincludein
afollow-up
SAE form
whether COVID
testing was
conducted
during
hospitalization —
yes/no including
not available/not
performed. If
COVID testing
was performed,
include the
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

results.
Nov-13-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto
01:26:48 (autoquery) Query
(UTC-08:00)
Pacific Time (US
& Canada)
Nov-12-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate | For AE
13:43:.01 (autoquery) worsening of
(UTC-08:00) bipolar disorder:
Pacific Time (US Responseto"ls
& Canada) the adverse
event serious?"
is'Yes but
"Serious
Adverse Event
Number" is
blank.
Nov-12-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
13:43:01 (4). YES
(UTC-08:00) (6) (6) Is this serious even
Pacific Time (US t associated with co
& Canada) ngenital anomaly o
r birth defect?
NO
Did this serious ev
ent result in death?
NO
Did this serious ev
ent require or prolo
ng hospitalization?
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

YES

Did this serious ev
ent result in persist
ent or significant di
sability/incapacity?

NO

|sthis serious even
t life threatening?

NO
Other medically im
portant serious eve

nt

NO

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:43:01 b(4)'6 NO

(UTC-08:00) (©) (®)

Pacific Time (US

& Canada)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Nov-12-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
13:43:01 é“)é NOT RELATED
(UTC-08:00) (b) (8) If Not Related to stud
Pacific Time (US y treatment(s), thisev
& Canada) ent is dueto:
OTHER
If Other, specify:

historical conditi

on with variabili

ty
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
13:43:01 é“)é NOT APPLICABLE
(UTC-08:00) (b) (6)
Pacific Time (US
& Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:43:01 b(4)'6 YES
(UTC-08:00) ®)(
Pacific Time (US
& Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
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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: 1152 Site Name: (1152) California Research Foundation

Subject No: 11521095 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

Nov-12-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

13:43:01 (4), NO

(UTC-08:00) (6) (6)

Pacific Time (US

& Canada)

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

Date L ocation User Value | Reason

Nov-14-2020 | ACVOPFEINFP6000 |/(b) (4), (b) Query | outcome updated in both database to

07:18:59 (6) 1: Clo | recovered/resolved
(UTC-08:00) sed
Pacific Time
(US&
Canada)
Nov-13-2020 | ACVOPFEINFP6000 | auto query Query | New Information
13:44:36 (autoquery) 1. An
(UTC-08:00) swere
Pacific Time d
(US&
Canada)
Nov-13-2020 | ACVOPFEINFPG000 | (b) Data | New Information
13:44:36 ( b()% Entr
(UTC-08:00) M
Pacific Time REC
(US& OVE
Canada) RED/
RESO
LVE
D
Nov-13-2020 | ACVOPFEINFP6000 |/(b) (4), (b) Query | SAE
01:32:58 (6) 1: Op | RECON:AER#2020437860,0utcome
(UTC-08:00) ened |wasreported as UNKNOWN to
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1152

Subject No: 11521095

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status. Data Complete, Frozen
Site Name: (1152) California Research Foundation

Subj

ect Initials; ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Pacific Time Safety DB however, recorded as
(US& NOT RECOVERED/NOT
Canada) RESOLVED on AE CRF. Please
confirm correct outcome. If safety
update is required, please submit a
follow-up form.
Nov-12-2020 | ACVOPFEINFP6000 | (b) Data |Initia Entry
13:43:01 ), Entr
(UTC-08:00) (b) (6) .
Pacific Time NOT
(US& REC
Canada) OVE
RED/
NOT
RESO
LVE
D

14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
13:43:01 b(4)'6 NO
(UTC-08:00) (©) (®)
Pacific Time (US
& Canada)
15. Serious Adverse Event Number: For Pfizer Use Only
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) (4), (b) |DataEntry: Initial Entry
01:26:48 (6) 2020437860
(UTC-08:00)
Pacific Time (US &
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Header Text: c4591001
Vigit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Canada)
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Header Text: c4591001

Vigit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

History

Form Status. Data Complete, Deleted

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Category:
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:05:06 (autocalc) | ADVERSE EVENT
(UTC-08:00)
Pacific Time (US &
Canada)
2. AE ID:
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:05:06 (autocalc) |3
(UTC-08:00)
Pacific Time (US &
Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
14:05:06 (4), cough

: (b) (6
(UTC-08:00)
Pacific Time (US
& Canada)
4. Start Date Time:
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status. Data Complete, Deleted

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

*** THISREPEATING FORM HASBEEN DELETED ***

Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:05:06 b(4)'6 Nov/3/2020 UNK:UN
(UTC-08:00) (©) (®) K
Pacific Time (US
& Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
14:05:06 b(“)é5 NO
(UTC-08:00) ®) ( End Date Time:
Pacific Time (US
& Canada) Nov/6/2020 UNK:
UNK
6. Toxicity Grade:
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:05:06 b(4)é3 1
(UTC-08:00) (6) (6)
Pacific Time (US
& Canada)
7. 1sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; | mportant medical
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status. Data Complete, Deleted

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

*** THISREPEATING FORM HASBEEN DELETED ***

event (i.e. may jeopardize subject and may require medical/surgical intervention to prevent above

outcomes).

Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
14:05:06 b(4)'6 NO

(UTC-08:00) (6) (®)

Pacific Time (US

& Canada)

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:05:06 b(4)'6 NO
(UTC-08:00) (6) (®)
Pacific Time (US
& Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:05:06 b(4)é NOT RELATED
(UTC-08:00) () ( If Not Related to stud
Pacific Time (US y treatment(s), thisev
& Canada) ent is dueto:
OTHER
If Other, specify:
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Site No: 1152

Generated By:

Form Version: 22-Apr-2020 21:02

Subject No: 11521095
(b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status. Data Complete, Deleted

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

*** THISREPEATING FORM HASBEEN DELETED ***

unknown
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:05:06 é4)25 NOT APPLICABLE
(UTC-08:00) (b) (6)
Pacific Time (US
& Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
14:05:06 b(4)'6 NO
(UTC-08:00) (©) (®)
Pacific Time (US
& Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
14:05:06 b(4)'6 NO
(UTC-08:00) (6) (®)
Pacific Time (US
& Canada)

13. What was the outcome of this adverse event?:
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1152
Subject No: 11521095
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

History

Form Status. Data Complete, Deleted
Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

*** THISREPEATING FORM HASBEEN DELETED ***

Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:05:06 b(4)-6 RECOVERED/RESO

(UTC-08:00) (©) (®) LVED

Pacific Time (US

& Canada)

14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Nov-13-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:05:06 b(“)é5 NO

(UTC-08:00) ®) (

Pacific Time (US

& Canada)
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Header Text: c4591001

Vigit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Category:

Date L ocation User Value Reason

Mar-02-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

12:13:06 (autocalc) | ADVERSE EVENT

(UTC-08:00)

Pacific Time (US &

Canada)

2. AE ID:

Date L ocation User Value Reason

Mar-02-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

12:13:06 (autocalc) |4

(UTC-08:00)

Pacific Time (US &

Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Mar-02-2021 ACVOPFEINFP6000 ((tt’))) ((‘é))~ Data Entry: Initial Entry

12:13:06 Chills

(UTC-08:00)

Pacific Time (US

& Canada)

4. Start Date Time:

Date L ocation User Value Reason
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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: 1152 Site Name: (1152) California Research Foundation

Subject No: 11521095 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

Mar-02-2021 ACVOPFEINFP6000 ((l';))) ((‘é))' Data Entry: Initial Entry

12:13:06 Feb/27/2021 UNK:UN

(UTC-08:00) K

Pacific Time (US

& Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 ((g)) ((‘é))' Data Entry: Initial Entry
12:13:06 NO
(UTC-08:00) End Date Time:
Pacific Time (US
& Canada) Feb/27/2021 UNK:

UNK

6. Toxicity Grade:

Date L ocation User Value Reason

Mar-02-2021 ACVOPFEINFP6000 | ® @), Data Entry: Initial Entry
9. (b) (6)

12:13:06 1

(UTC-08:00)

Pacific Time (US

& Canada)

7. 1sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
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Site No: 1152

Form Version: 22-Apr-2020 21:02

Subject No: 11521095

Header Text: c4591001
Visit: Logs - Unscheduled

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation

Subject Initials: ---

*** Confidential***

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Mar-02-2021 ACVOPFEINFP6000 ((l';))) ((‘é))' Data Entry: Initial Entry
12:13:06 NO
(UTC-08:00)
Pacific Time (US
& Canada)
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 ((tt)))) ((‘é))' Data Entry: Initial Entry
12:13:06 NO
(UTC-08:00)
Pacific Time (US
& Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 ((%)) ((‘é))' Data Entry: Initial Entry
12:13:06 RELATED
(UTC-08:00)
Pacific Time (US
& Canada)
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 ((tt’))) ((‘(‘5)) Data Entry: Initial Entry
12:13:06 NOT APPLICABLE
(UTC-08:00)
Pacific Time (US
& Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 ((tt’))) ((‘é))f Data Entry: Initial Entry
12:13:06 NO

(UTC-08:00)

Pacific Time (US

& Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 ((tt’))) ((‘é)) Data Entry: Initial Entry
12:13:06 NO

(UTC-08:00)

Pacific Time (US

& Canada)

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

Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 ((tt’))) ((‘é))’ Data Entry: Initial Entry
12:13:06 RECOVERED/RESO

(UTC-08:00) LVED

Pacific Time (US

& Canada)

14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 ((%)) ((‘é))f Data Entry: Initial Entry
12:13:06 NO

(UTC-08:00)
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Header Text: c4591001
Vigit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Pacific Time (US
& Canada)
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Header Text: c4591001

Vigit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Category:

Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
12:14:10 (autocalc) | ADVERSE EVENT

(UTC-08:00)

Pacific Time (US &

Canada)

2. AE ID:

Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
12:14:10 (autocalc) |5

(UTC-08:00)

Pacific Time (US &

Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 ((tt’))) ((‘é))~ Data Entry: Initial Entry
12:14:10 Myalgia

(UTC-08:00)

Pacific Time (US

& Canada)

4. Start Date Time:

Date L ocation User Value Reason
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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: 1152 Site Name: (1152) California Research Foundation

Subject No: 11521095 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

Mar-02-2021 ACVOPFEINFP6000 ((l';))) ((‘é))' Data Entry: Initial Entry

12:14:10 Feb/27/2021 UNK:UN

(UTC-08:00) K

Pacific Time (US

& Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 ((g)) ((‘é))' Data Entry: Initial Entry
12:14:10 NO
(UTC-08:00) End Date Time:
Pacific Time (US
& Canada) Feb/27/2021 UNK:

UNK

6. Toxicity Grade:

Date L ocation User Value Reason

Mar-02-2021 ACVOPFEINFP6000 | ® @), Data Entry: Initial Entry
A (b) (6)

12:14:10 1

(UTC-08:00)

Pacific Time (US

& Canada)

7. 1sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1152

Subject No: 11521095

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Mar-02-2021 ACVOPFEINFP6000 ((l';))) ((‘é))' Data Entry: Initial Entry
12:14:10 NO
(UTC-08:00)
Pacific Time (US
& Canada)
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 ((tt)))) ((‘é))' Data Entry: Initial Entry
12:14:10 NO
(UTC-08:00)
Pacific Time (US
& Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 ((%)) ((‘é))' Data Entry: Initial Entry
12:14:10 RELATED
(UTC-08:00)
Pacific Time (US
& Canada)
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 ((tt’))) ((‘(‘5)) Data Entry: Initial Entry
12:14:10 NOT APPLICABLE
(UTC-08:00)
Pacific Time (US
& Canada)
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Site No: 1152

Generated By:

Form Version: 22-Apr-2020 21:02

Subject No: 11521095
(b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled

History

Form Status. Data Complete, Frozen

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 ((tt’))) ((‘é))f Data Entry: Initial Entry
12:14:10 NO

(UTC-08:00)

Pacific Time (US

& Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 ((tt’))) ((‘é)) Data Entry: Initial Entry
12:14:10 NO

(UTC-08:00)

Pacific Time (US

& Canada)

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

Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 ((tt’))) ((‘é))’ Data Entry: Initial Entry
12:14:10 RECOVERED/RESO

(UTC-08:00) LVED

Pacific Time (US

& Canada)

14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 ((%)) ((‘é))f Data Entry: Initial Entry
12:14:10 NO

(UTC-08:00)
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Header Text: c4591001
Vigit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Pacific Time (US
& Canada)
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Unscheduled

Site No: 1152

Form Version: 22-Apr-2020 21:02

Subject No: 11521095
Generated By: | (b) (4)

Header Text: c4591001
Visit: Potential ReVax Initial Contact -

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
23:15:58 (b) (6) Jan/29/2021

(UTC-08:00)

Pacific Time (US &

Canada)
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Header Text: c4591001

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

Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

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

Date L ocation User Value Reason
Feb-09-2021 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto
07:34:29 (autoquery) Query
(UTC-08:00)
Pacific Time (US
& Canada)
Feb-07-2021 ACVOPFEINFPE000 | (b) (4), (b) (6) | Query 1: Opened The response
19:07:28 indicates
(UTC-08:00) participant was
Pacific Time (US unblinded,
& Canada) however the
TREATMENT
UNBLINDED
dateismissing
in the DISP
visit. Please
complete this
date.
Feb-05-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Transcription
23:16:33 (b) (6) Participant iswillin | Error
(UTC-08:00) g to return for Vacci
Pacific Time (US nation 3
& Canada) Participant is:
eligible per local/
national recomm
endations and co
nfirmed to haver
eceived only plac
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Header Text: c4591001
Vigit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION -
Unscheduled eCRF Audit Trail History
Form Version: 10-Dec-2020 02:25 Form Status. Data Complete, Frozen
Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
ebo at Vaccinatio
n 12
Feb-05-2021 ACVOPFEINFP6000 | auto query Query 1: Candidate | The response
23:16:12 (autoquery) indicates
(UTC-08:00) participant was
Pacific Time (US unblinded,
& Canada) however the
TREATMENT
UNBLINDED
dateismissing
in the DISP
visit. Please
complete this
date.
Feb-05-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
23:16:12 (b) (6) Participant iswillin
(UTC-08:00) g to return for Vacci
Pacific Time (US nation 3
& Canada)
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Header Text: c4591001
Visit: Disposition - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: TREATMENT UNBLINDED - eCRF Audit Trail
History

Form Status. Data Complete, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Feb-09-2021 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
07:34:29 b(4)’6 Jan/29/2021

(UTC-08:00) (b) (6)

Pacific Time (US

& Canada)

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Feb-09-2021 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
07:34:29 é“)é ASSESSELIGIBILIT

(UTC-08:00) (b) (6) Y FOR ADDITIONA

Pacific Time (US L VACCINATION

& Canada)
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Visit: V101_VAX3

Site No: 1152

Form Version: 22-Apr-2020 21:02

Subject No: 11521095
Generated By: | (b) (4)

Header Text: c4591001

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Date of Visit

Pacific Time (US &
Canada)

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
23:17:01 (b) (6) Feb/4/2021

(UTC-08:00)
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Header Text: c4591001
Visit: V101 VAX3

Form: INFORMED CONSENT - FURTHER

VACCINATION - eCRF Audit Trail History
Form Version: 10-Dec-2020 02:31 Form Status. Data Complete, Frozen, Verified
Site No: 1152 Site Name: (1152) California Research Foundation

Subject No: 11521095
Generated By: | (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Consent Was:
Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
23:17:26 (b) (6) OBTAINED
(UTC-08:00) Date Written Consent
Pacific Time (US & Obtained
Canada)
Feb/4/2021
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
23:18:12 (0) (6) Feb/4/2021

(UTC-08:00)

Pacific Time (US &

Canada)

2. Phase of Disposition:

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
23:18:12 (autocalc) | REPEAT SCREENING

(UTC-08:00) 1

Pacific Time (US &

Canada)

3. Status:

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
23:18:12 (b) (6) COMPLETED

(UTC-08:00)

Pacific Time (US &

Canada)
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
Generated By: | (b) (4)

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Data Origin

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
23:18:44 (autocalc) | SITE

(UTC-08:00)

Pacific Time (US &

Canada)

2. Sample Type

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
23:18:44 (autocalc) | SERUM

(UTC-08:00)

Pacific Time (US &

Canada)

3. Sample Collected?

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
23:18:44 (b) (6) NO

(UTC-08:00)

Pacific Time (US &

Canada)

4. 1f no sample was collected or sample was not collected according to protocol, please provide

reason.:

Date

L ocation

User

Value

Reason
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Visit: V101_VAX3

Site No: 1152

Form Version: 22-Apr-2020 21:03

Subject No: 11521095
Generated By: | (b) (4)

Header Text: c4591001

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Feb-05-2021
23:18:44
(UTC-08:00)
Pacific Time (US &
Canada)

ACVOPFEINFPG6000

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

Data Entry: Initial Entry
COLLECTED AT COV

ID B1 SAME DAY
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Data Origin

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
23:18:57 (autocalc) | SITE

(UTC-08:00)

Pacific Time (US &

Canada)

2. Sample Type

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
23:18:57 (autocalc) | NASAL_SWAB

(UTC-08:00)

Pacific Time (US &

Canada)

3. Sample Collected?

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 |autoquery |[Query 1: Deleted Close Auto
23:19:15 (autoquery) Query
(UTC-08:00)

Pacific Time (US

& Canada)

Feb-05-2021 ACVOPFEINFP6000 |autoquery |Query 1. Candidate '‘Sample
23:18:57 (autoquery) Collected? is
(UTC-08:00) Yes, however
Pacific Time (US no barcodes are
& Canada) entered. Please
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Visit: V101_VAX3

Site No: 1152

Form Version: 22-Apr-2020 21:03

Subject No: 11521095

Header Text: c4591001

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
review and
correct as
appropriate.

Feb-05-2021 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry

23:18:57 (b) (6) YES

(UTC-08:00) Date of Collection:

Pacific Time (US

& Canada) Feb/4/2021

5.a

Date L ocation User Value Reason

Feb-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

23:19:15 (b) (6) Sample 1D: BRRLC2

(UTC-08:00)

Pacific Time (US &

Canada)

5.a Sample D

Date L ocation User Value Reason

Feb-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

23:19:15 (0) (6) BRRLC2

(UTC-08:00)

Pacific Time (US &

Canada)
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:26

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
23:21:16 (b) (6) NO

(UTC-08:00)

Pacific Time (US &

Canada)

2. Treatment Name

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
23:21:16 (autocalc) | BNT162b2

(UTC-08:00)

Pacific Time (US &

Canada)

3. Formulation:

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
23:21:16 (autocalc) | INJECTION

(UTC-08:00)

Pacific Time (US &

Canada)

4. Dose Date Time:

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 | (b) (6) Data Entry: Initial Entry
23:21:16 Feb/4/2021 11:02
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Header Text: c4591001

Visit: V101 VAX3 Form: VACCINATION - eCRF Audit Trail History
Form Version: 10-Dec-2020 02:26 Form Status. Data Complete, Frozen, Verified

Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---

Generated By: . (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
(UTC-08:00) (b) (4)

Pacific Time (US &

Canada)

5. Anatomical Location:

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
23:21:16 (autocalc) | DELTOID MUSCLE

(UTC-08:00)

Pacific Time (US &

Canada)

6. Body Side:

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
23:21:16 (0) (6) LEFT

(UTC-08:00)

Pacific Time (US &

Canada)

7. Route:

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
23:21:16 (autocalc) | INTRAMUSCULAR

(UTC-08:00)

Pacific Time (US &

Canada)

8. Actual Dose:

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: 1152

Subject No: 11521095

Form: VACCINATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: . (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Feb-05-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
23:21:16 (autocalc) |30.0

(UTC-08:00)

Pacific Time (US &

Canada)

9. Unit:

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
23:21:16 (autocalc) |ug

(UTC-08:00)

Pacific Time (US &

Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
23:21:16 (autocalc) | 30 MINUTES

(UTC-08:00)

Pacific 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-05-2021 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
23:21:16 (b) (6) YES

(UTC-08:00)

Pacific Time (US &
Canada)

Page 570 of 582

*** Confidential***
FDA-CBER-2021-5683-0942101




090177e196ae2fc9\Final\Final On: 01-Apr-2021 03:51 (GMT)

Header Text: c4591001

Visit: V102_VAX4

Form Version: 22-Apr-2020 21:02
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

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

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Feb-26-2021 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
14:35:21 ny2 Feb/26/2021

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 22-Apr-2020 21:03

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Data Origin

Date L ocation User Value Reason
Feb-26-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
14:35:53 (autocalc) | SITE

(UTC-08:00)

Pacific Time (US &

Canada)

2. Sample Type

Date L ocation User Value Reason
Feb-26-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:35:53 (autocalc) | NASAL_SWAB

(UTC-08:00)

Pacific Time (US &

Canada)

3. Sample Collected?

Date L ocation User Value Reason
Mar-01-2021 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto
15:11:27 (autoquery) Query
(UTC-08:00)

Pacific Time (US

& Canada)

Mar-01-2021 ACVOPFEINFP6000 | (0) (4), (b) Query 1: Opened 'Sample
02:59:58 ®) Collected? is
(UTC-08:00) Yes, however
Pacific Time (US no barcodes are
& Canada) entered. Please
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Vigt: V102_VAX4

Site No: 1152

Form Version: 22-Apr-2020 21:03

Subject No: 11521095

Header Text: c4591001

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
review and
correct as
appropriate.

Feb-26-2021 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample

14:35:53 (autoquery) Collected? is

(UTC-08:00) Yes, however

Pacific Time (US no barcodes are

& Canada) entered. Please
review and
correct as
appropriate.

Feb-26-2021 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

14:35:53 o 6 YES

(UTC-08:00) Date of Collection:

Pacific Time (US

& Canada) Feb/26/2021

5.a

Date L ocation User Value Reason

Mar-01-2021 ACVOPFEINFPE000 || (b) (4), Data Entry: Initial Entry

15:11:27 (0)(6) Sample |D: BRMTAL

(UTC-08:00)

Pacific Time (US &

Canada)

5.a Sample D

Date L ocation User Value Reason

Mar-01-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

15:11:27 (0) (6) BRMTAL

(UTC-08:00)

Pacific Time (US &
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Header Text: c4591001
Visit: V102 _VAX4

Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

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

Form Status. Data Complete, Frozen, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Canada)
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Visit: V102_VAX4

Site No: 1152

Generated By:

Form Version: 10-Dec-2020 02:26

Subject No: 11521095
(b) (4)

Header Text: c4591001

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Feb-26-2021 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:36:29 Ry NO

(UTC-08:00)

Pacific Time (US

& Canada)

2. Treatment Name

Date L ocation User Value Reason
Feb-26-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:36:29 (autocalc) | BNT162b2

(UTC-08:00)

Pacific Time (US &

Canada)

3. Formulation:

Date L ocation User Value Reason
Feb-26-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:36:29 (autocalc) | INJECTION

(UTC-08:00)

Pacific Time (US &

Canada)

4. Dose Date Time:

Date L ocation User Value Reason
Feb-26-2021 ACVOPFEINFP6E000 | (b) Data Entry: Initial Entry
14:36:29 (6) Feb/26/2021 11:38
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Header Text: c4591001

Vigt: V102_VAX4

Form Version: 10-Dec-2020 02:26

Site No: 1152

Subject No: 11521095
(b) (4)

Generated By:

Form: VACCINATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:56

(UTC-08:00)
Pacific Time (US
& Canada)

(b) (4)

5. Anatomical Location:

Date L ocation User Value Reason
Feb-26-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:36:29 (autocalc) | DELTOID MUSCLE

(UTC-08:00)

Pacific Time (US &

Canada)

6. Body Side:

Date L ocation User Value Reason
Feb-26-2021 ACVOPFEINFP6000 ((‘;)) ((‘é)) Data Entry: Initial Entry
14:36:29 LEFT

(UTC-08:00)

Pacific Time (US

& Canada)

7. Route:

Date L ocation User Value Reason
Feb-26-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:36:29 (autocalc) | INTRAMUSCULAR

(UTC-08:00)

Pacific Time (US &

Canada)

8. Actual Dose:

Date L ocation | User ‘ Value Reason
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Vigt: V102_VAX4

Site No: 1152

Form Version: 10-Dec-2020 02:26

Subject No: 11521095

Header Text: c4591001

Form: VACCINATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1152) California Research Foundation

Subject Initials: ---

Generated By: . (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
Feb-26-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:36:29 (autocalc) |30.0

(UTC-08:00)

Pacific Time (US &

Canada)

9. Unit:

Date L ocation User Value Reason
Feb-26-2021 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
14:36:29 (autocalc) |ug

(UTC-08:00)

Pacific Time (US &

Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Feb-26-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:36:29 (autocalc) | 30 MINUTES

(UTC-08:00)

Pacific 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-26-2021 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
14:36:29 o (6 YES

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status. Data Complete, Verified

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time

(GMT): 29-Mar-2021 11:56

Back to Form

1. Subject Status

Date L ocation User Value Reason
Oct-08-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
13:39:02 (autocalc) | FOLLOW-UP

(UTC-08:00)

Pacific Time (US &

Canada)

Aug-19-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
16:04:04 (autocalc) | ENROLLED/RANDOM

(UTC-08:00) IZED

Pacific Time (US &

Canada)

Aug-19-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:40:34 (autocalc) | SCREENED

(UTC-08:00)

Pacific Time (US &

Canada)

2. Subject Status Date

Date L ocation User Value Reason
Jan-11-2021 ACVOPFEINFP6000 | (b) (4), Query 2: Closed Response
00:47:35 (b) (6) satisfies query
(UTC-08:00)

Pacific Time (US

& Canada)

Jan-09-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) |Query 2: Answered | Yes, thediary
12:49:45 entry was
(UTC-08:00) deemed
Pacific Time (US erroneous;
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Header Text: c4591001
Vigit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status. Data Complete, Verified

Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---
Generated By: . (b) (4) Generated Time (GMT): 29-Mar-2021 11:56
& Canada) subject had no
COVID sx.
Jan-06-2021 ACVOPFEINFP6000 |(b) (4), Query 2: Reissued: | RQ1: Response
22:24:59 (b) (6) Opened states 'No
(UTC-08:00) illness visit
Pacific Time (US needed'. Please
& Canada) confirm if
IlIness ediary
entry of
25DEC2020
was deemed
erroneous and
that subject had
no Covid llIness
symptoms.
Jan-05-2021 ACVOPFEINFP6000 | (b) (4), Query 2: Answered | Subject aways
21:21:36 (b) (6) has a cough and
(UTC-08:00) thiswas not a
Pacific Time (US worsening of
& Canada) his cough. No
illness visit
needed.
Dec-29-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 2: Opened [lIness ediary:
04.02:57 (6) As per lliness
(UTC-08:00) ediary records,
Pacific Time (US subject reported
& Canada) "Yes' for the
COVID-19
symptoms or
diagnosis on
25DEC2020.
But no
corresponding
COVID lllness
visit indicate
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Header Text: c4591001

Vigit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status. Data Complete, Verified

Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

symptoms
present at this
date. Pls update
Covid illness
visit or clarify.

Dec-03-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response

21:24:31 (b) (6) satisfies query

(UTC-08:00)

Pacific Time (US

& Canada)

Dec-02-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Answered | SUBJECT

19:15:08 (0) (6) REPORTED

(UTC-08:00) SYMPTOM IN

Pacific Time (US ERROR

& Canada)

Dec-02-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Opened lliness eDiary:

09:07:28 (6) Subject reported

(UTC-08:00) "Yes' for the

Pacific Time (US question "Have

& Canada) you experienced
any of the
following?’ for
the COVID-19
symptoms or
diagnosis on
30NOV2020.
But thereisno
COVID llIness
visit reported in
the database.
Please clarify.

Oct-08-2020 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry

13:39:02 (autocalc) Oct/8/2020

(UTC-08:00)
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Header Text: c4591001
Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status. Data Complete, Verified

Site No: 1152 Site Name: (1152) California Research Foundation
Subject No: 11521095 Subject Initials: ---

Generated By: . (b) (4) Generated Time (GMT): 29-Mar-2021 11:56

Pacific Time (US

& Canada)

Aug-19-2020 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
16:04:04 (autocalc) Aug/19/2020

(UTC-08:00)

Pacific Time (US

& Canada)

Aug-19-2020 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
14:40:34 (autocalc) Aug/19/2020

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form Version: 22-Apr-2020 21:04
Site No: 1152

Subject No: 11521095

Generated By: | (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit
Trail History

Form Status: Data Complete, Signed, Verified
Site Name: (1152) California Research Foundation
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:56

Back to Form

1. Casebook Signature

Date L ocation User Value Reason
Oct-26-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
17:08:17 : b()4%6) Click Hereto Enable

(UTC-08:00)

Pacific Time (US

& Canada)
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