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Header Text: c4591001
Visit: COHORT_SELECTION

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Form Version: 15-Sep-2020 21:55

Form: COHORT SELECTION

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Cohort Selection

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

1. | Select appropriate response
- Protocol version

24 JUL 2020

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

STAGE 3 COHORTS

*** Confidential***
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Header Text: c4591001
Visit: COHORT_SELECTION

Form: MAIN INFORMED CONSENT

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

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

I nformed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Sep/10/2020
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Header Text: c4591001
Visit: COHORT_SELECTION

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Form: DEMOGRAPHY

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

*** Confidential***

Demography
1. | Subject ID [11201266]
2. | Birth Date: (b) (6)/1969
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 Version: 22-Apr-2020 21:02
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Sep/10/2020

2. | Erroneous Visit
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 15-Sep-2020 21:53
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

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

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

Form: DISPOSITION - SCREENING

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

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Disposition - Screening

1. | Date of Sep/10/2020
Completion/Discontinuation
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY

Form Status. Data Complete, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Medical History Details

Lal|Line/MH Number:

[1]

Disease/Syndrome
/Surgery/Non-Drug

Allergies/Drug Allergies:

[codeine allergy]

Start Date:

UNK/UNK/1988

Ongoing:

YES

b ||| ine/MH Number:

[]

Disease/Syndrome
/Surgery/Non-Drug

Allergies/Drug Allergies:

[]

Start Date:

I

Ongoing:

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

Form Version: 15-Sep-2020 21:56

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Form: VITAL SIGNS- BASELINE

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Vital Signs
1. | Date Sep/10/2020
2. | Weight: [87.6]
3. | Unit: kg
4. | Height: [188.0]
5. | Unit: cm
6. | Body Mass Index: [24.8]
Vital SignsDetails
7a|| Record Identifier: 1
Temperature: [98.0]
Unit: F
Temperature L ocation: ORAL CAVITY
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Form Version: 22-Apr-2020 21:03

Form: RANDOMIZATION

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

*** Confidential***

Disposition
1. | Randomization Date : Sep/10/2020
2. | Randomization Number: [86582]
3. | Randomization Group: []
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY
Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Sep/10/2020
4. [1f nosamplewascollected |[]
or sample was not collected
according to protocol,
please provide reason:
Aliquot
Please enter barcode for each aliquot.
>a|| sample D [BM50S6]
5b || sample D [BM50S7]
5C || Sample ID [BM50S8]
5d || sample 1D [BPR2KW]
€ || sample D [BPR2KX]
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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: 1120

Subject No: 11201266
Generated By:  (b) (4)

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

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. |If nosamplewascollected |[]
or sample was not collected
according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.a

Sample ID

[BM50RP]

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

Form Version: 22-Apr-2020 21:04

Site No: 1120
Subject No: 11201266

Generated By:

(b) (4)

Form: VACCINATION

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Vaccination

1

Was there a temporary delay
of vaccination?

NO

2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Sep/10/2020 16:31
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua 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 12 of 459
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Reactogenicity Diary

- Reactogenicity diary
collection

1. | Select appropriate response | YES- REACTOGENICITY E-DIARY COLLECTED FOR

THIS SUBJECT

*** Confidential***
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Sep/29/2020

2. | Erroneous Visit

Page 14 of 459

*** Confidential***
FDA-CBER-2021-5683-0799001




090177e196ae4001\Final\Final On: 01-Apr-2021 05:27 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1

Were medications to treat
fever/pain given on the last
day the Subject Diary was
completed?

NO

2.a

Symptom:

FEVER

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

NO

2.b

Symptom:

FATIGUE

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

NO

2.C

Symptom:

HEADACHE

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

NO

2d

Symptom:

CHILLS

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

NO

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

Form Version: 15-Sep-2020 21:56

Site No: 1120
Subject No: 11201266

Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
2.2 || symptom: VOMITING

Were fever or systemic NO

symptoms present on the

last day the Subject Diary

was completed?
21 || symptom: DIARRHEA

Were fever or systemic NO

symptoms present on the
last day the Subject Diary
was completed?

2.9

Symptom:

NEW OR WORSENED MUSCLE PAIN

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

NO

2.h

Symptom: NEW OR WORSENED JOINT PAIN
Were fever or systemic NO
symptoms present on the

last day the Subject Diary
was completed?

3. | Injection Site Location: DELTOID MUSCLE
4. |Injection Site Body Side: LEFT
2|/ Injection Site Reaction: | REDNESS
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Header Text: c4591001
Visit: V2 VAX2 L

Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 15-Sep-2020 21:56 Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

reactions present on the
last day the Subject Diary
was completed?

Were injection site NO
reactions present on the
last day the Subject Diary
was completed?

5b Injection Site Reaction: SWELLING
Were injection site NO

*** Confidential***

5.C Injection Site Reaction: PAIN AT INJECTION SITE
Were injection site NO
reactions present on the
last day the Subject Diary
was completed?
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 15-Sep-2020 21:54

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Form: VITAL SIGNS- TEMP

Site Name: (1120) Meridian Cl
Subject Initials: ---

Form Status. Data Complete, Locked, Frozen, Verified

inical Research

Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Vital Signs
1. | Date: Sep/29/2020
Vital Signs Details
2:a|| Record I dentifier: 1
Temperature: [37.0]
Unit: C
Temperature L ocation: ORAL CAVITY
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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: 1120

Subject No: 11201266
Generated By:  (b) (4)

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/29/2020
4. |If nosamplewascollected |[]
or sample was not collected
according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.a

Sample ID

[BM50ZT]

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

Form Version: 22-Apr-2020 21:04

Site No: 1120
Subject No: 11201266

Generated By:

(b) (4)

Form: VACCINATION

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Vaccination

1

Was there a temporary delay
of vaccination?

NO

2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Sep/29/2020 12:41
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua 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 20 of 459
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Oct/27/2020
2. | Erroneous Visit
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES

Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1

Were medications to treat
fever/pain given on the last
day the Subject Diary was
completed?

NO

2.a

Symptom:

FEVER

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

NO

2.b

Symptom:

FATIGUE

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

NO

2.C

Symptom:

HEADACHE

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

NO

2d

Symptom:

CHILLS

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

NO
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES

Form Version: 15-Sep-2020 21:56 Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

symptoms present on the
last day the Subject Diary
was completed?

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

21 || symptom: DIARRHEA
Were fever or systemic NO

2.9

Symptom:

NEW OR WORSENED MUSCLE PAIN

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

NO

2.h

Symptom: NEW OR WORSENED JOINT PAIN
Were fever or systemic NO
symptoms present on the

last day the Subject Diary
was completed?

*** Confidential***

3. | Injection Site Location: DELTOID MUSCLE
4. |Injection Site Body Side: LEFT
2|/ Injection Site Reaction: | REDNESS
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L Form: VACCINATION SYMPTOMSDIARY -

SYMPTOM RESOLVED DATES

Form Version: 15-Sep-2020 21:56 Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Were injection site NO
reactions present on the
last day the Subject Diary
was completed?

5b Injection Site Reaction: SWELLING
Were injection site NO

reactions present on the
last day the Subject Diary
was completed?

5.C Injection Site Reaction: PAIN AT INJECTION SITE
Were injection site NO
reactions present on the
last day the Subject Diary
was completed?
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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: 1120

Subject No: 11201266
Generated By:  (b) (4)

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Oct/27/2020
4. [1f nosamplewascollected |[]
or sample was not collected
according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.a

*** Confidential***

Sample ID [BMNBSSL]
5b || sample D [BMN8SM]
5C || Sample ID [BPSW.JZ]
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Header Text: c4591001

Visit: V4 MONTH6_L

Form Version: 22-Apr-2020 21:02
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Date of Visit

1. | Date of Visit /!

2. | Erroneous Visit
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Header Text: c4591001

Visit: V4_MONTHG6_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot
Please enter barcode for each aliquot.
5.
Sample D []
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Header Text: c4591001

Visit: V5 MONTH12 L

Form Version: 22-Apr-2020 21:02
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Date of Visit

1. | Date of Visit /!

2. | Erroneous Visit

Page 28 of 459

*** Confidential***
FDA-CBER-2021-5683-0799015




090177e196ae4001\Final\Final On: 01-Apr-2021 05:27 (GMT)

Header Text: c4591001

Visit: V5_MONTH12 L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot
Please enter barcode for each aliquot.
5.
Sample D []
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Header Text: c4591001

Visit: V6 MONTH24 L

Form Version: 22-Apr-2020 21:02
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Date of Visit

1. | Date of Visit /!

2. | Erroneous Visit
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Header Text: c4591001

Visit: V6_MONTH24 L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot
Please enter barcode for each aliquot.
5.
Sample D []
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 22-Apr-2020 21:03
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Data Complete, Frozen, Verified
Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Nov/11/2020

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 IlIness Visit: COVID_A
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Header Text: c4591001
Visit: POT_COVID_ILL 1-

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Unscheduled Visit on Nov/11/2020
Form Version: 10-Oct-2020 16:02

Form: SIGNSAND SYMPTOMS OF POTENTIAL

COVID-19
Form Status. Data Complete

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Nov/11/2020

2. | Date of First Symptom Nov/6/2020
Started:

3. | Symptoms Ongoing? NO

Date of Last Symptom Resolved:

Jan/19/2021
Symptoms
4.a || symptoms: FEVER
Was symptom present? NO

4.b 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? YES

4.e

*** Confidential***

Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
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Header Text: c4591001
Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020 COVID-19

Form Version: 10-Oct-2020 16:02 Form Status. Data Complete
Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

4.f

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

49 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

58 || symptoms - Other Text: | [fatigue]

5b

Symptoms - Other Text:

[nasal congestion]
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

*** Confidential***

4 Date of Col | Specimen | Specimen Collectio | Assay Codeand | Device | Form Instanc
lection Type n L ocation Description 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 1-
Unscheduled Visit on Nov/11/2020
Form Version: 06-Jul-2020 21:54
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: MICROBIOLOGY SPECIMEN

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

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

[]
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Header Text: c4591001
Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020 SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? YES
Date of Collection:
Nov/11/2020
4. |If nosamplewascollected |[]
or sample was not collected
according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.a

Sample ID

[CV14359]

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 1-

Form: ELECTRONIC SAMPLE TRACKING - NASAL

Unscheduled Visit on Nov/11/2020 SWAB
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE

2. | Sample Type NASAL_SWAB
3. | Sample Collected? NO

4. | 1f no samplewas collected | [self swabbed]

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

Aliquot

Please enter barcode for each aliquot.

> SampleID

[]
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Header Text: c4591001
Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 10-Oct-2020 15:59
Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: HEALTH CARE UTILIZATION

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Health Care Utilization

la

Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or
Contacts:

NO

1b

Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or
Contacts:

NO

1.c

Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or
Contacts:

NO

1d

Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or
Contacts:

NO

le

Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or
Contacts:

NO

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1- Form: HEALTH CARE UTILIZATION
Unscheduled Visit on Nov/11/2020

Form Version: 10-Oct-2020 15:59 Form Status. Data Complete, Frozen

Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

1f Physician or Healthcare OTHER
Professional:

Occurrence of Visits or NO
Contacts:

Health Care Utilization Other

2. | Other Type of Practitioner [ ]
Specify:

Health Care Utilization

3. | Hasthe subject been NO
hospitalized due to potential
COVID-19 illness?
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Header Text: c4591001
Visit: POT_COVID_ILL 1 Form: RESPIRATORY TREATMENT
Form Version: 06-Jul-2020 21:53
Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
4 Treatment Ide | Con Non-Drug Treatments | Treatm | Treatm | Start D | Form Instanc
ntifier Pre-specified ent ent ate e
1. | Not Done Not Done Not Do |Not Do | Not Do Repeating
ne ne ne Pages
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 06-Jul-2020 21:53
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: RESPIRATORY TREATMENT

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

1. [ What is the treatment Not Done Comments
Identifier?
[]
2. | Concomitant Non-drug Not Done Comments
Treatment Pre-specified:
3. | Treatment: Not Done Comments
4. | Treatment: Not Done Comments
[]
5. | Start Date: Not Done Comments
/!
6. | Ongoing? Not Done Comments
Page 42 of 459
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 06-Jul-2020 21:52
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: ILLNESS DETAILS

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Illness Details

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

for Potential COVID-19
I1Iness?

2. | Was a diagnosis obtained NO

3. | Toxicity Grade: 1

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55
Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

4 Category of Clinical | Subcategory of Clinic | Diagnosis Obt | Toxicity G | Form Instanc
Event: al Event ained rade e
1. | Not Done Not Done Not Done Not Done Repeating
Pages
Page 44 of 459

*** Confidential***
FDA-CBER-2021-5683-0799031




090177e196ae4001\Final\Final On: 01-Apr-2021 05:27 (GMT)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 17-Jul-2020 21:55
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: ILLNESS DETAILS - SEVERE

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Back to Form
Form Comments
eCRF Audit Trail History

*** Confidential***

[lIness Details
1. | Category of Clinical Event: | Not Done Comments
2. | Subcategory of Clinical Not Done Comments
Event:
3. | Was adiagnosis obtained? | Not Done Comments
4. | Toxicity Grade: Not Done Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 15-Sep-2020 21:51

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Category fo | Vendor | Collectio | Specime Form Instan
# rLab Test | Name | nDate: | nType Lab Result ce
1. | Not Done Not Do | Not Don | Not Don Sponsor -Defi Resul Repeating
ne e e ned Identifier | 1 |t Pages
Not Done Not Not
Done |Done
Not Done Not Not
Done | Done
Not Done Not Not
Done | Done
Not Done Not Not
Done | Done
Not Done Not Not
Done | Done
Not Done Not Not
Done |Done
Not Done Not Not
Done | Done
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:51
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Back to Form
Form Comments
eCRF Audit Trail History

Lab Chemistry Details

1. | Lab Panel: Not Done Comments
2. | Laboratory Name and Not Done Comments
Address
[]
3. | Collection Date: Not Done Comments
I
4. | Specimen Type: Not Done Comments
Lab Result
52| | sponsor ID: Not Done Comments
[]
Test: C Reactive Protein_PX329
Result: Not Done Comments
[]
Not Done: Not Done Comments
Page 47 of 459
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Header Text: c4591001

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

Unscheduled Visit on Nov/11/2020 CHEMISTRY

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

Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
LNMT Not Done Comments
Low
[]
High
[]
Unit
5b Sponsor ID: Not Done Comments
[]
Test: Alanine Aminotransferase PX30
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:51
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

*** Confidential***

5.C Sponsor ID: Not Done Comments
[]
Test: Aspartate Aminotransferase PX28
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:51
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

5d Sponsor ID: Not Done Comments
[]
Test: Alkaline Phosphatase PX35
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020 CHEMISTRY

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

Form: LOCAL LABORATORY DATA - REPEATING

*** Confidential***

Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 11:09
Se Sponsor ID: Not Done Comments
[]
Test: Bilirubin_PX21
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID ILL 1-

Subject No: 11201266

Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Nov/11/2020 CHEMISTRY

Form Version: 15-Sep-2020 21:51 Form Status. Data Complete, Frozen
Site No: 1120

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 11:09
5f Sponsor ID: Not Done Comments
[]
Test: Blood Urea Nitrogen PX47
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020 CHEMISTRY

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

Form: LOCAL LABORATORY DATA - REPEATING

*** Confidential***

Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 11:09
59 Sponsor ID: Not Done Comments
[]
Test: Creatinine_PX48
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form: LOCAL LABORATORY DATA - REPEATING
Hematol ogy

Form Version: 15-Sep-2020 21:55

Site No: 1120

Site Name: (1120) Meridian Clinical Research

Subject No: 11201266 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Category f | Vendor Nam | Collecti .
# | or LabTes| e(DERIVE | on Date | P&™M Lab Result Form Insta
] en Type nce
t D)
1. | Not Done | Not Done Not Don | Not Do Sponsor -Def Repeating
e ne ined | dentifi | Test: Rff” Pages
o :
Not Done Not [Not
Done | Done
Not Done Not |Not
Done | Done
Not Done Not |Not
Done | Done
Not Done Not [Not
Done | Done
Not Done Not |Not
Done | Done
Not Done Not |Not
Done | Done
Not Done Not [Not
Done | Done
Not Done Not |Not
Done | Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING
Hematol ogy

Form Version: 15-Sep-2020 21:55
Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
m fratLeSSrTy; \claeFE()jl(z)rRll\lvag cc):r:) 'clgfé Specim Lab Result Form Insta

¢ D) _ en Type nce

onsor -Def
iped | dentifi | Test: leu
er

Not Done Not |Not
Done | Done

Not Done Not |Not
Done | Done
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:55
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematol ogy

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Back to Form
Form Comments
eCRF Audit Trail History

Laboratory Data Hematol ogy

1. | Lab Panel: Not Done Comments
2. | Laboratory Name and Not Done Comments
Address
[]
3. | Collection Date: Not Done Comments
I
4. | Specimen Type: Not Done Comments
Lab Result
52| | sponsor ID: Not Done Comments
[]
Test: Hemoglobin_PX1
Result: Not Done Comments
[]
Not Done: Not Done Comments
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Nov/11/2020 Hematol ogy
Form Version: 15-Sep-2020 21:55 Form Status. Data Complete, Frozen
Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
LNMT Not Done Comments
Low
[]
High
[]
Unit
5.b Sponsor ID: Not Done Comments
[]
Test: Hematocrit_PX2
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID ILL 1-

Subject No: 11201266

Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Nov/11/2020 Hematol ogy

Form Version: 15-Sep-2020 21:55 Form Status. Data Complete, Frozen
Site No: 1120

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 11:09
5.C Sponsor ID: Not Done Comments
[]
Test: Erythrocytes PX3
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020 Hematol ogy

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

Form: LOCAL LABORATORY DATA - REPEATING

*** Confidential***

Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 11:09
5d Sponsor ID: Not Done Comments
[]
Test: Platelets PX5
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID ILL 1-

Subject No: 11201266

Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Nov/11/2020 Hematol ogy

Form Version: 15-Sep-2020 21:55 Form Status. Data Complete, Frozen
Site No: 1120

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 11:09
Se Sponsor ID: Not Done Comments
[]
Test: Leukocytes PX7
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020 Hematol ogy

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

Form: LOCAL LABORATORY DATA - REPEATING

*** Confidential***

Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 11:09
5f Sponsor ID: Not Done Comments
[]
Test: Neutrophils_PX608
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID ILL 1-

Subject No: 11201266

Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Nov/11/2020 Hematol ogy

Form Version: 15-Sep-2020 21:55 Form Status. Data Complete, Frozen
Site No: 1120

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 11:09
59 Sponsor ID: Not Done Comments
[]
Test: Eosinophils_PX609
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020 Hematol ogy

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

Form: LOCAL LABORATORY DATA - REPEATING

*** Confidential***

Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 11:09
5h Sponsor ID: Not Done Comments
[]
Test: Monocytes PX612
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID ILL 1-

Subject No: 11201266

Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Nov/11/2020 Hematol ogy

Form Version: 15-Sep-2020 21:55 Form Status. Data Complete, Frozen
Site No: 1120

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 11:09
Si Sponsor ID: Not Done Comments
[]
Test: Basophils_PX610
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020 Hematol ogy

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

Form: LOCAL LABORATORY DATA - REPEATING

*** Confidential***

Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 11:09
5] Sponsor ID: Not Done Comments
[]
Test: Lymphocytes PX611
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 15-Sep-2020 21:52
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: VITAL SIGNS - COVID

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

# Date: Vital Signs Details Form Instance
1. | Not Done Record I dentifier: Systolic: | Diastolic: Repedting Pages

Not Done

Not Done Not Done
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:52
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: VITAL SIGNS - COVID

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs
1. | Date: Not Done Comments
/!
Vital Signs Details
2.2 || Record Identifier: Not Done
1
Systalic: Not Done Comments
[]
Diastolic: Not Done Comments
[]
Respiratory Ratein Not Done Comments
respirations/minute:
[]
Heart Ratein Not Done Comments
beats/minute;
[]
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 15-Sep-2020 21:54
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

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

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:54 Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Back to Form
Form Comments
eCRF Audit Trail History

*** Confidential***

Vital Signs
1. | Date: Not Done Comments
Il
Vital Signs Details
2.8 || Record Identifier: Not Done
1
SPO2 Pulse Oximetry % | Not Done Comments
[]
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52
Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Date Time of Assess | Arterial Blood Gases | FiO2 (Fraction of Inhaled
# Form Instance
ment Pa0O2 Oxygen)
1. | Not Done Not Done Not Done Repeating
Pages
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Header Text: c4591001
Visit: POT_COVID ILL 1-

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Form: OXYGENATION PARAMETERS

Unscheduled Visit on Nov/11/2020
Form Version: 06-Jul-2020 21:52

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Back to Form
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

*** Confidential***

1. [ Date Time of Assessment: Not Done Comments
/!
2. | Arterial Blood Gases PaO2 | Not Done Comments
(mmHg):
[]
3. | FO2 (Fraction of Inhaled Not Done Comments
Oxygen):
[]
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:55

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: CONCOMITANT MEDICATIONS -

VASOPRESSORS

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

4 Sponsor-Defin | Category for | Concomitant Medica | Nameof M | Start | Form Instan
ed Identifier Medication tions Pre-specified edication | Date ce
1. | Not Done Not Done Not Done Not Done Not D | Repeating
one Pages
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Header Text: c4591001
Visit: POT_COVID ILL 1-

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Form: CONCOMITANT MEDICATIONS -

Unscheduled Visit on Nov/11/2020 VASOPRESSORS
Form Version: 06-Jul-2020 21:55 Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant M edications

1. | What isthe medication
identifier?

Not Done

[]

Comments

2. | Category:

Not Done

Comments

3. | Concomitant M edications
Pre-specified:

Not Done

Comments

4. | Medication:

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

Not Done

[]

Comments

5. | Start Date:

Not Done

I

Comments

6. | Ongoing?

Not Done

Comments

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: IMAGING
Form Version: 06-Jul-2020 21:53
Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Date of Assessm | Location of Assess | Imaging Meth | Overall Assessm
# Form Instance
ent ment od ent
1. | Not Done Not Done Not Done Not Done Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 06-Jul-2020 21:53
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: IMAGING

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Back to Form
Form Comments
eCRF Audit Trail History

Imaging

1. | Date of Assessment: Not Done Comments
/!

2. | Location of Assessment: Not Done Comments

3. | Type of Imaging Exam: Not Done Comments

4. | Assessment: Not Done Comments

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form Version: 22-Apr-2020 21:04
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Not Started

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Date of Visit

1. | Date of Visit /!

2. | Erroneous Visit

COVID-19 IlIness Visit

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

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form Version: 22-Apr-2020 21:03
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot
Please enter barcode for each aliquot.
5.
Sample D []
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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: 1120
Subject No: 11201266
Generated By:  (b) (4)

Form Status: Not Started

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit

COVID-19 Repeat Swab

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

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

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1120 Site Name: (1120) Meridian Clinical Research

Subject No: 11201266 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot
Please enter barcode for each aliquot.
5.
Sample D []
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Header Text: c4591001
Visit: Unplanned 1 - Unscheduled Visit Form: DATE OF VISIT

on Nov/06/2020
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
Site No: 1120 Site Name: (1120) Meridian Clinical Research

Subject No: 11201266
Generated By:  (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Nov/6/2020
2. | Erroneous Visit
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Header Text: c4591001
Visit: Unplanned 1 - Unscheduled Visit Form: UNPLANNED VISIT

on Nov/06/2020

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified
Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Unplanned Assessments

1. | Assessments CONTACT OUTCOME
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit Form: CONTACT OUTCOME - UNPLANNED

on Nov/06/2020

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

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Contact Outcome

1. | Contact Type:

TELEPHONE VISIT

2. | Was contact made?

YES

Date of Contact:
Nov/6/2020

Contact Outcome:
VISIT NOT REQUIRED, INVESTIGATOR DECISION

3. | Comments:

[]
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Header Text: c4591001
Visit: Unplanned 2 - Unscheduled Visit Form: DATE OF VISIT

Subject No: 11201266
Generated By:  (b) (4)

on Dec/16/2020
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
Site No: 1120 Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Dec/16/2020
2. | Erroneous Visit
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Header Text: c4591001
Visit: Unplanned 2 - Unscheduled Visit Form: UNPLANNED VISIT

on Dec/16/2020

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified
Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Unplanned Assessments

1. | Assessments CONTACT OUTCOME
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Header Text: c4591001

on Dec/16/2020

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Visit: Unplanned 2 - Unscheduled Visit Form: CONTACT OUTCOME - UNPLANNED

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

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Contact Outcome

1. | Contact Type:

TELEPHONE VISIT

2. | Was contact made?

YES

Date of Contact:
Dec/16/2020

Contact Outcome:
VISIT NOT REQUIRED, INVESTIGATOR DECISION

3. | Comments:

[]

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

Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

AE lde Isthe Adverse Even | Form Instan
# | Category ntifier AdverseEvent | Start Date t Still Ongoing ce
1. | ADVERSE | 1 LOSSOF VISIO | Dec/4/2020 | YES Repeating
EVENT N LEFT EYE UNK:UNK Pages
2. | ADVERSE | 2 Metastatic Lung | Dec/4/2020 |[NO Repeating
EVENT cancer UNK:UNK End Date Time: Pages
Jan/19/2021 UNK
:UNK
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

[1]

3. | Adverse Event:

(If possible specify
diagnosis, not individual
symptoms)

[LOSSOF VISION LEFT EYE]

4. | Start Date Time:

Dec/4/2020 UNK:UNK

*** Confidential***

5. | Isthe adverse event till YES
ongoing?
6. | Toxicity Grade: 4
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Header Text: ¢4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

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.OSPHEaI Ization; Persistent or Did this serious event require or prolong hospitalization?
significant YES
disability/incapacity;
Congenital anomaly/birth . , , . N
defect; Important medical Qld thl_s serious eyent result in persistent or significant
event (i.e. may jeopardize disability/incapacity?
subject and may require NO
medical/surgical
intervention to prevent Isthis serious event life threatening?
above outcomes). YES
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:
[UNKNOWN]
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: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

*** Confidential***

11. | Was a Concomitant NO
Medication given?
12. | Was aNon-Drug Treatment | NO
given?
13. | What was the outcome of NOT RECOVERED/NOT RESOLVED
this adverse event?:
14. | Did the adverse event cause | NO
the subject to be
discontinued from the
study?
15. | Serious Adverse Event [2020490621]
Number: For Pfizer Use
Only
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. | AEID: [2]
3. | Adverse Event: [Metastatic Lung cancer]

(If possible specify
diagnosis, not individual
symptoms)

4. | Start Date Time:

Dec/4/2020 UNK:UNK

5. | Isthe adverse event till
ongoing?

NO

End Date Time:
Jan/19/2021 UNK:UNK

6. | Toxicity Grade:
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*** Confidential***

Header Text: ¢4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete
Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
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 YES
prolongation of existing
h.OSPHEaI Ization; Persistent or Did this serious event require or prolong hospitalization?
significant YES
disability/incapacity;
Congenital anomaly/birth . , , . N
defect; Important medical Qld thl_s serious eyent result in persistent or significant
event (i.e. may jeopardize disability/incapacity?
subject and may require NO
medical/surgical
intervention to prevent Isthis serious event life threatening?
above outcomes). YES
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:
[UNKNOWN]
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: 1120
Subject No: 11201266
Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

11. | Was a Concomitant YES
Medication given?
12. | Was aNon-Drug Treatment | NO
given?
13. | What was the outcome of FATAL
this adverse event?:
14. | Did the adverse event cause | YES
the subject to be
discontinued from the
study?
15. | Serious Adverse Event [2020490621]
Number: For Pfizer Use
Only
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Header Text: c4591001

Visit: Logs

Form Version: 17-Jul-2020 21:54
Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: MEDICATION ERROR

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

*** Confidential***

Categ | Medication | Start | Isthemedication erro | Study Medication E | Form Instan
# . . .
ory Error Date r Still Ongoing rrorsAction ce
1 Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Form: MEDICATION ERROR
Form Status: Not Started

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

Medication Error

1. | Category:

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

3. | Start Date: Il

4. | Isthe medication error still
ongoing?

5. | Latest Action Taken with
Study Treatment:

6. | Was a Concomitant
Medication given?

7. | 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
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Visit: Logs

Site No: 1120

Header Text: c4591001

Form Version: 22-Apr-2020 21:03

Subject No: 11201266
Generated By:  (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

*** Confidential***

4 Sponsor-Defin | Category for | Concomitant Medica | Nameof M | Start | Form Instan
ed Identifier Medication tions Pre-specified edication | Date ce
1 Repesating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Not Started

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

Concomitant M edications

1.

What isthe medication
identifier?

[]

Category:

Concomitant Medications
Pre-specified:

Medication:

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

[]

Date:

I

Page 96 of 459

*** Confidential***
FDA-CBER-2021-5683-0799083




090177e196ae4001\Final\Final On: 01-Apr-2021 05:27 (GMT)

Header Text: c4591001
Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: CONCOMITANT MEDICATIONS -
PROHIBITED

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

" Sponsor-Defi | Category for | Concomitant Medic I\/ITI:drTi]cea?ifo Dose Des | Form Instan
ned ldentifier | Medication | ations Pre-specified N cription ce
1. Repeating
Pages

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

Form Version: 22-Apr-2020 21:03

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Form: CONCOMITANT MEDICATIONS -
PROHIBITED

Form Status: Not Started

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

Concomitant M edications

1

What is the medication
identifier?

[]

Category:

Concomitant M edications
Pre-specified:

Medication:

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

[]

Dose:

[]

Dose Unit:

Dose Frequency:

Route:

Wl | N| |G

Start Date:

I

Ongoing?
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Header Text: c4591001
Visit: Logs

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

*** Confidential***

4 Categ | Treatment Ide | Con Non-Drug TreatmentsP | Treatm | Start D | Form Instanc
ory ntifier re-specified ent ate e
1 Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02
Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: RADIATION TREATMENT

Form Status: Not Started

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

Radiation Treatment

1.

Category:

2.

What is the treatment
Identifier?

[]

Concomitant Non-drug

Treatment Pre-specified:

Treatment:

[]

Start Date:

I

Ongoing?
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1120

Form: TRANSFUSIONS

Site Name: (1120) Meridian Clinical Research

Subject No: 11201266 Subject Initials: ---
Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

# Transfusion Type Date of Transfusion Form Instance
1 Repeating Pages

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

Form Version: 22-Apr-2020 21:03
Site No: 1120
Subject No: 11201266

Generated By:

(b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1.

Transfusion Type:

2.

Date of Transfusion:

I
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Header Text: c4591001

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

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

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Disposition - Treatment

*** Confidential***

1. | Date of Oct/27/2020
Completion/Discontinuation
/Death :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: []
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Date of Visit

1. | Date of Visit /!

2. | Erroneous Visit
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 20-Feb-2021 02:16
Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: VITAL SIGNS- TEMP

Form Status: Not Started

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Vital Signs

1.

Date:

I

Vital Signs Details

2.

Record ldentifier:

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: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Vaccination

1

Was there a temporary delay
of vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

I

Anatomical Location:

Body Side:

Route:

Actual Dose:

[]

Wl N[ MWD

Unit;

'_\
o

Timeframe Subject Was
Observed

'_\
=

. | Was the subject observed for

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

Site No: 1120
Subject No: 11201266

Header Text: c4591001
Visit: Unplanned Vaccination -

Generated By:  (b) (4)

Form Version: 10-Oct-2020 15:57

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

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: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []

Page 108 of 459

*** Confidential***
FDA-CBER-2021-5683-0799095




090177e196ae4001\Final\Final On: 01-Apr-2021 05:27 (GMT)

Header Text: c4591001

Visit: V201 _SURVEIL_CONSENT - Form: DATE OF VISIT

Unscheduled

Form Version: 22-Apr-2020 21:02 Form Status. Not Started

Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Date of Visit

1. | Date of Visit Il

2. | Erroneous Visit

*** Confidential***

Page 109 of 459

FDA-CBER-2021-5683-0799096




090177e196ae4001\Final\Final On: 01-Apr-2021 05:27 (GMT)

Header Text: c4591001

Visit: V201_SURVEIL_CONSENT - Form: INFORMED CONSENT - ASYMPTOMATIC

Unscheduled

Form Version: 14-Jan-2021 02:29
Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

SURVEILLANCE

Form Status: Not Started

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Informed Consent - Asymptomatic Surveillance

1. | Consent Was:
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Header Text: c4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

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.

S.

Sample ID

[]

*** Confidential***
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -

Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Status: Not Started

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

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.

S.

Sample ID

[]
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Header Text: c4591001
Visit: Follow-Up - Unscheduled

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Disposition - Follow-Up

*** Confidential***

1. | Date of Jan/19/2021
Completion/Discontinuation
/Death :
2. | Phase of Disposition: FOLLOW-UP
3. | Status: DEATH
4. | Specify Status: []
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Header Text: c4591001

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

Form Version: 22-Apr-2020 21:02
Site No: 1120
Subject No: 11201266

Generated By:

(b) (4)

Form Status: Not Started

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Date of Visit

1.

Date of Visit

I

2.

Erroneous Visit
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Header Text: c4591001

Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

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

Form Status: Not Started

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Further Vaccination Confirmation

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

*** Confidential***
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Header Text: c4591001

Visit: Disposition - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: TREATMENT UNBLINDED

Form Status: Not Started

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Treatment Unblinded

1.

Date Treatment Unblinded :

I

2.

Primary Reason for
Unblinding:
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: WITHDRAWAL OF CONSENT

Form Status: Not Started

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Withdrawal Of Consent

1. | Withdrawal of Consent Date | //
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Death Details

1. | Date of Collection / Jan/19/2021
Notification of Death:

Cause of Death

2| Cause of Desth Status: PRIMARY CAUSE OF DEATH

Cause of Death: [Metastatic Lung Cancer]

090177e196ae4001\Final\Final On: 01-Apr-2021 05:27 (GMT)
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: SUBJECT STATUS

Form Status: Data Complete, Verified

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Subject Status
1. | Subject Status DISCONTINUED
2. | Subject Status Date Jan/19/2021

*** 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, Verified

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature

Click Here to Enable
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Header Text: c4591001
Visit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM
Unscheduled
Form Version: 22-Apr-2020 21:04 Form Status:. Data Complete, Verified
Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Audit Trail
This form requires signing by a member of each of the following signature groups:
e CRF_Sign
e CRF Sign 1
Name Signature Date Type Action
M eaning
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 15-Sep-2020 21:53
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA -
Comments

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

Item | Date

User Comment

Form | Sep-17-2020 10:56:39 (UTC-05:00) | (b) @), (b) (6) | Not Applicable

Eastern Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 06-Jul-2020 21:54
Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen
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Back to Form

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

e CRF_Sign

e CRF Sign 1

Name Signature Date Type Action

Meaning

(b) (6) N/A Nov-19-2020 08:43:56 (UTC-05:00) Edit - All

Eastern Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Paul Approved Nov-18-2020 11:46:31 (UTC-05:00) | BOOK Signed

Bradley Eastern Time (US & Canada)

Affidavit:

By my dated signature below, I, PaulBradley, 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-17-2020 16:02:11 (UTC-05:00) Edit - All
Eastern Time (US & Canada) signatures
invalidated
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Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Affidavit:

N/A

Paul Approved Nov-05-2020 16:03:29 (UTC-05:00) | BOOK Signed
Bradley Eastern Time (US & Canada)

Affidavit:

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

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

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

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

Site No: 1120

Subject No: 11201266
(b) (4)

Generated By:

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

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:54:34 (0) (6) 24 JUL 2020
(UTC-05:00)
Eastern Time (US
& Canada)
2. Select appropriate response - What cohort does the subject belong to?
Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:54:34 () (6) STAGE 3 COHORTS
(UTC-05:00)
Eastern Time (US
& Canada)
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Site No: 1120

Header Text: c4591001
Visit: COHORT_SELECTION

Form Version: 22-Apr-2020 21:02

Subject No: 11201266
Generated By:  (b) (4)

Form: MAIN INFORMED CONSENT - eCRF Audit Trail

History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Consent Was:
Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
10:54:48 (b) (6) OBTAINED
(UTC-05:00) Date Written Consent
Eastern Time (US Obtained
& Canada)
Sep/10/2020

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

Site No: 1120

Subject No: 11201266

Form: DEMOGRAPHY - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Subject ID

Date L ocation User Value Reason

Sep-17-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied

10:54:25 (autocalc) | 11201266 from previous

(UTC-05:00) form

Eastern Time (US

& Canada)

2. Birth Date:

Date L ocation User Value Reason

Sep-17-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment

10:54:22 (autocalc) |(b) (6)/1969 Entry

(UTC-05:00)

Eastern Time (US

& Canada)

3. Sex:

Date L ocation User Value Reason

Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

10:55:09 (b) (6) MALE

(UTC-05:00)

Eastern Time (US

& Canada)

4. Ethnicity:

Date L ocation | User | Value Reason
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Site No: 1120

Subject No: 11201266

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

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

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:55:09 (b) (6) NOT HISPANIC OR L
(UTC-05:00) ATINO(A) OR OF SPA
Eastern Time (US NISH ORIGIN
& Canada)
5. Race: (Check X all that apply):
Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:55:09 (b) (6) WHITE
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:02

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:56:28 (0) (6) Sen/10/2020

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 15-Sep-2020 21:52

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

History

Form: DISPOSITION - SCREENING - eCRF Audit Trail

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

*** Confidential***

1. Date of Completion/Discontinuation/Death
Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
10:57:25 (b) (6) Sep/10/2020
(UTC-05:00)
Eastern Time (US
& Canada)
2. Phase of Disposition:
Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:57:25 (autocalc) | SCREENING
(UTC-05:00)
Eastern Time (US
& Canada)
3. Status:
Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:57:25 (0) (6) COMPLETED
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status. Data Complete, Frozen, Verified
Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

la
Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:58:30 (autocalc) | LineMH N 1
(UTC-05:00) umber:
Eastern Time (US Medical His codeine
& Canada) tory Term: allergy

Start Date:  UNK/U

NK/1988
Ongoing:  YES

l.aLine/MH Number:

Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:58:30 (autocalc) |1

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation

User Value Reason

Jan-14-2021 ACVOPFEINFP6000 | Giselle Castillo Query 1: Closed | Thank you.

18:37:04 (b) (4)
(UTC-05:00)
Eastern Time
(US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1120

Subject No: 11201266

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status:. Data Complete, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Jan-08-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answe |awaiting

10:50:44 red medical records.

(UTC-05:00) the prescriptions

Eastern Time are from the

(US & Canada) hospital stay

Jan-06-2021 ACVOPFEINFP6000 |GisdleCadtillo | Query 1: Reissu | Why was the

14:44:54 (b) (4) ed:Opened subject

(UTC-05:00) receiving

Eastern Time levetiracetam?

(US & Canada) whichisan
anticonvul sant,
was he having
seizures during
the hospital stay
or before
enrollment?
Kindly clarify.

Jan-04-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answe | what conditions

11:51:04 red need to be added

(UTC-05:00) here?

Eastern Time

(US & Canada)

Jan-04-2021 ACVOPFEINFP6000 | Giselle Castillo Query 1: Reissu | Response does

09:34:52 (b) (4) ed:Opened not satisfy

(UTC-05:00) guery. Escalated

Eastern Time to CRA.

(US & Canada)

Dec-23-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answe |WILL UPDATE

12:09:35 red

(UTC-05:00)

Eastern Time

(US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1120

Subject No: 11201266

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status:. Data Complete, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Dec-21-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Reissu | Kindly clarify
14:56:54 ed:Opened the conditions
(UTC-05:00) that required
Eastern Time treatment with
(US & Canada) "levetiracetam,
dexamethasone,
and oxycodone",
please revise
and update this
form
accordingly.
Thank you.
Dec-21-2020 ACVOPFEINFP6000 | Giselle Castillo Query 1: Reissu | Kindly clarify
11:45:56 (b) (4) ed:Candidate the conditions
(UTC-05:00) that required
Eastern Time treatment with
(US & Canada) "levetiracetam,
dexamethasone,
and oxycodone",
please revise
and update this
form
accordingly.
Thank you.
Dec-18-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answe | Medical history
09:38:34 red has been
(UTC-05:00) updated
Eastern Time
(US & Canada)
Dec-16-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Reissu | Medical History
05:41:50 (®) (6) ed:Opened has been
(UTC-05:00) unlocked. Thnks
Eastern Time
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1120

Subject No: 11201266

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status:. Data Complete, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

(US & Canada)

Dec-15-2020 ACVOPFEINFP6000 | Giselle Castillo Query 1: Reissu | Medical History

18:34:42 (b) (4) ed:Candidate has been

(UTC-05:00) unlocked. Thnks

Eastern Time

(US & Canada)

Dec-15-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answe | PLEASE

16:28:10 red UNLOCK THIS

(UTC-05:00) CRF

Eastern Time

(US & Canada)

Dec-15-2020 ACVOPFEINFP6000 | Giselle Castillo Query 1: Opene | Per SAE report,

08:22:29 (b) (4) d "subject was

(UTC-05:00) using the

Eastern Time treatment of

(US & Canada) levetiracetam,
dexamethasone,
and oxycodone".
Please clarify
additional
MedHx for this
participant and
update thisform
accordingly.
Thank you.

Sep-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

10:58:30 codeine allergy

(UTC-05:00)

Eastern Time

(US & Canada)

1l.a Start Date:
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1120

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status:. Data Complete, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject No: 11201266 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:58:30 (b) (6) UNK/UNK/1988
(UTC-05:00)
Eastern Time (US
& Canada)
1.a Ongoing:
Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:58:30 (0) (6) YES
(UTC-05:00)
Eastern Time (US
& Canada)
1b
Date L ocation User Value Reason
Jan-15-2021 ACVOPFEINFP6000 |(b)(4), (b) (6) |DataEntry: Transcription
08:38:54 Line/MH Numbe | Error
(UTC-05:00) r: (DELETED)
& Canada) Term:

Start Date:

Ongoing:
Jan-13-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Changed
10:47:06 Line/MH Numbe | Information
(UTC-05:00) re
& Canada) Term:
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status:. Data Complete, Frozen, Verified
Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Start Date:
Ongoing:
Jan-07-2021 ACVOPFEINFP6000 |(b) (4), (0) (6) |DataEntry: Changed
11:09:22 Line/MH Nu Information
(UTC-OSZOO) mber:
& Canada) ry Term:
Start Date:
Ongoing: YE
S
Jan-07-2021 ACVOPFEINFP6000 | auto calc Data Entry: Changed
11:09:10 (autocalc) LineMH N Information
(UTC-05:00) umber:
& Canada) story Term
Start Date: Dec/4
12020
Ongoing: YES
Jan-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New
12:50:39 (0) (6) LineM 2 Information
(UTC-05:00) H Numb
Eastern Time (US er:
& Canada) Medical Metastat
History icLung
Term:  cancer
Start Da Dec/4/20
te: 20

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

Form Version: 22-Apr-2020 21:03
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status:. Data Complete, Frozen, Verified
Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Ongoing YES
Jan-05-2021 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Changed
12:50:08 (b) (6) LineMH 2 Information
(UTC-05:00) Number:
Eastern Time (US Medical Hi Lung
& Canada) story Term Cance
; r
Start Date: Dec/4/
2020
Ongoing: YES
Dec-21-2020 ACVOPFEINFP6000 |(b)(4), (b) (6) |DataEntry: per query
09:17:54 LingMH 2 (DELETED)
(UTC-05:00) Number:
Eastern Time (US Medical Hi Lung
& Canada) story Term Cance
: ¥
Start Date: Decla/
2020
Ongoing: ¥ES
Dec-18-2020 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
09:37:43 (autocalc) LineMH 2
(UTC-05:00) Number :
Eastern Time (US Medical Hi Lung
& Canada) story Term Cance
: r
Start Date: Dec/4/
2020
Ongoing: YES

Page 262 of 459

*** Confidential***
FDA-CBER-2021-5683-0799249




090177e196ae4001\Final\Final On: 01-Apr-2021 05:27 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status:. Data Complete, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

1.b Line/MH Number:

Date

L ocation

User

Value

Reason

Jan-15-2021
08:38:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Data Entry:

Transcription
Error
(DELETED)

Jan-07-2021
11:09:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

auto calc
(autocalc)

Data Entry:

Changed
Information

Jan-05-2021
12:50:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

(b) 4,
(b) (6)

Data Entry:
2

Changed
Information

Dec-21-2020
09:17:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

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

Data Entry:
2

per query
(DELETED)

Dec-18-2020
09:37:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

auto calc
(autocalc)

Data Entry:
2

Initial Entry

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

Date

L ocation

User

Value

Reason

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1120

Subject No: 11201266

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status:. Data Complete, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Jan-15-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription
08:38:54 Error
(UTC-05:00) (DELETED)
Eastern Time (US

& Canada)

Jan-07-2021 ACVOPFEINFPE000 |(b) (4), (b) (6) | DataEntry: Changed
11:09:10 Information
(UTC-05:00)

Eastern Time (US

& Canada)

Jan-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New
12:50:39 (b) (6) Metastatic Lung ca | Information
(UTC-05:00) ncer

Eastern Time (US

& Canada)

Jan-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Changed
12:50:08 (0) (6) Lung Cancer Information
(UTC-05:00)

Eastern Time (US

& Canada)

Jan-03-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Closed Response
19:06:34 satisfies query
(UTC-05:00)

Eastern Time (US

& Canada)

Dec-23-2020 ACVOPFEINFP6000 |(b) (4), (0) (6) |Query 1: Answered |IOGGED AS
12:59:36 AE
(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status:. Data Complete, Frozen, Verified
Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

*** Confidential***

Dec-22-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Opened ClinQuery:

20:07:08 lung cancer:

(UTC-05:00) please can you

Eastern Time (US review and

& Canada) confirm subject
meets ALL
aspects of IC3
asaresult of
the start date of
this medhx?
please can you
confirm why
thiswas
deleted?

Dec-21-2020 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: per query

09:17:54 Lung-Ganeer (DELETED)

(UTC-05:00)

Eastern Time (US

& Canada)

Dec-18-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

09:37:43 (0) (6) Lung Cancer

(UTC-05:00)

Eastern Time (US

& Canada)

1.b Start Date:

Date L ocation User Value Reason

Jan-15-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription

08:38:54 Error

(UTC-05:00) (DELETED)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1120

Subject No: 11201266

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status:. Data Complete, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Jan-08-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 3: Closed Response

09:08:05 satisfies query

(UTC-05:00)

Eastern Time (US

& Canada)

Jan-07-2021 ACVOPFEINFP6000 | auto query Query 3: Answered | Answer Auto

11:09:22 (autoquery) Query

(UTC-05:00)

Eastern Time (US

& Canada)

Jan-07-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Changed

11:09:22 Information

(UTC-05:00)

Eastern Time (US

& Canada)

Jan-07-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 3: Reissued: | DM1: Thank

05:01:06 Opened you for the

(UTC-05:00) response.

Eastern Time (US However, as

& Canada) event Start
Date is after the
first
vaccination
date 10/Sep
/2020. Itis
expected to
report this data
onlyin
Adverse event
form. Hence,
kindly remove
data from
Medical history
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Site No: 1120

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Subject No: 11201266

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status:. Data Complete, Frozen, Verified
Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
form.
Jan-06-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 3: Answered | Thisisalso
09:21:43 recorded as
(UTC-05:00) adverse event
Eastern Time (US but also will be
& Canada) part of mh
Jan-06-2021 ACVOPFEINFP6000 |(b) (4), (0) (6) |Query 3: Reissued: | DM: As Start
01:24:25 Opened Dateis after the
(UTC-05:00) first
Eastern Time (US vaccination
& Canada) date 10/Sep
/2020. Kindly
move this data
to Adverse
event form.
Jan-05-2021 ACVOPFEINFP6000 || (b) (4), Query 3: Answered | Yes subject had
12:52:34 (0) (6) amedica
(UTC-05:00) diagnosis after
Eastern Time (US first
& Canada) vaccination
Jan-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Changed
12:50:08 (b) (6) Dec/4/2020 Information
(UTC-05:00)
Eastern Time (US
& Canada)
Jan-05-2021 ACVOPFEINFP6000 | auto query Query 3: Opened Start Dateis
12:50:08 (autoquery) after or equal to
(UTC-05:00) thefirst
Eastern Time (US vaccination
& Canada) date 10/Sep
/2020. Please
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status:. Data Complete, Frozen, Verified
Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

review and
update as

appropriate.
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1120

Subject No: 11201266

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status:. Data Complete, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Back to Form
1.b Start Date:
Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 | (b) (4), Query 2: Closed ThisMH was
23:32:10 (b) (6) deleted
(UTC-05:00)
Eastern Time
(US & Canada)
Dec-23-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Answere | THISISNOT
12:11:08 d EQUAL
(UTC-05:00)
Eastern Time
(US & Canada)
Dec-22-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response
00:34:45 (b) (6) satisfies query
(UTC-05:00)
Eastern Time
(US & Canada)
Dec-21-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: per query
09:17:54 Becl4/2020 (DELETED)
(UTC-05:00)
Eastern Time
(US & Canada)
Dec-21-2020 ACVOPFEINFP6000 | auto query Query 2: Opened | Start Dateis
09:17:54 (autoquery) after or equal
(UTC-05:00) to the first
Eastern Time vaccination
(US & Canada) date 10/Sep

/2020. Please
review and
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090177e196ae4001\Final\Final On: 01-Apr-2021 05:27 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status:. Data Complete, Frozen, Verified
Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

update as
appropriate.

Dec-21-2020 ACVOPFEINFP6000 | auto query Query 1: Answere | Answer Auto

09:17:54 (autoquery) d Query

(UTC-05:00)

Eastern Time

(US & Canada)

Dec-21-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Reissued | DM: Start Date

05:40:54 :Opened is after or equa

(UTC-05:00) to the first

Eastern Time vaccination

(US & Canada) date 10/Sep
/2020. 'Lung
Cancer'
recorded on
AE CRF as
well. Please
consider to
remove event
from Medica
History CRF.
Thanks

Dec-18-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Answere | Thisiscorrect

09:38:12 d

(UTC-05:00)

Eastern Time

(US & Canada)

Dec-18-2020 ACVOPFEINFP6000 | auto query Query 1: Opened | Start Dateis

09:37:43 (autoquery) after or equal

(UTC-05:00) to the first

Eastern Time vaccination

(US & Canada) date 10/Sep
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*** Confidential***

Header Text: ¢4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

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

Site No: 1120 Site Name: (1120) Meridian Clinical Research

Subject No: 11201266 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
/2020. Please
review and
update as
appropriate.

Dec-18-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

09:37:43 Dec/4/2020

(UTC-05:00)

Eastern Time

(US & Canada)

1.b Ongoing:

Date L ocation User Value Reason

Jan-18-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response

04:16:28 (b) (6) satisfies query

(UTC-05:00)

Eastern Time

(US & Canada)

Jan-15-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answere | log deleted

08:39:15 d

(UTC-05:00)

Eastern Time

(US & Canada)

Jan-15-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription

08:38:54 Error

(UTC-05:00) (DELETED)

Eastern Time

(US & Canada)

Jan-15-2021 ACVOPFEINFP6000 | (b)(4), Query 1: Reissued | DM1: Please

01.08:52 (0) (6) :Opened confirmif no

(UTC-05:00) datato be
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status:. Data Complete, Frozen, Verified
Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Eastern Time recorded on

(US & Canada) thislogline. If
yesthen delete
the logline by
referring CCG
section 4.11.1.
Else update the
data as
appropriate.

Jan-13-2021 ACVOPFEINFP6000 | auto query Query 1: Answere | Changed

10:47.06 (autoquery) d Information

(UTC-05:00)

Eastern Time

(US & Canada)

Jan-13-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Changed

10:47:06 Information

(UTC-05:00)

Eastern Time

(US & Canada)

Jan-13-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1. Opened |DM: The

00:39:10 response for

(UTC-05:00) "Ongoing"

Eastern Time reported as

(US & Canada) "Yes however
Medical Term
ismissing?
Kindly review
and update.

Jan-05-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Changed

12:50:08 YES Information

(UTC-05:00)

Eastern Time
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History
Form Version: 22-Apr-2020 21:03 Form Status. Data Complete, Frozen, Verified
Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
(US & Canada)
Dec-21-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: per query
09:17:54 YES (DELETED)
(UTC-05:00)
Eastern Time
(US & Canada)
Dec-18-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
09:37:43 YES
(UTC-05:00)
Eastern Time
(US & Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 15-Sep-2020 21:56

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: VITAL SIGNS- BASELINE - eCRF Audit Trall

History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Date:

Date L ocation User Value Reason

Sep-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry

10:59:02 (b) (6) Sep/10/2020

(UTC-05:00)

Eastern Time (US

& Canada)

2. Weight:

Date L ocation User Value Reason

Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

10:59:02 (b) (6) 87.6

(UTC-05:00)

Eastern Time (US

& Canada)

3. Unit;

Date L ocation User Value Reason

Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

10:59:02 (b) (6) kg

(UTC-05:00)

Eastern Time (US

& Canada)

4. Height:

Date L ocation | User | Value Reason
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:56

Site No: 1120

Subject No: 11201266

History

Form: VITAL SIGNS - BASELINE - eCRF Audit Trall

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:59:02 (0) (6) 188.0
(UTC-05:00)
Eastern Time (US
& Canada)
5. Unit:
Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:59:02 (b) (6) cm
(UTC-05:00)
Eastern Time (US
& Canada)
6. Body Mass I ndex:
Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:59:02 (autocalc) |24.8
(UTC-05:00)
Eastern Time (US
& Canada)
7.a
Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
10:59:02 ®)© | Record Iden 1
(UTC-05:00) tifier::
Eastern Time (US Temperatur 98.0
& Canada) e
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:56

Site No: 1120

Subject No: 11201266
(b) (4)

Generated By:

History

Form: VITAL SIGNS - BASELINE - eCRF Audit Trall

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Temperatur F
e Unit:

Temperatur ORAL

elLocation:: CAVIT
Y

7.a Record I dentifier:

Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:59:02 (b) (6) 1
(UTC-05:00)
Eastern Time (US
& Canada)
7.a Temperature:
Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:59:02 (b) (6) 98.0
(UTC-05:00)
Eastern Time (US
& Canada)
7.a Unit:
Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
10:59:02 (b) (6) F
(UTC-05:00)
Eastern Time (US
& Canada)
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Site No: 1120

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 15-Sep-2020 21:56

Subject No: 11201266
Generated By:  (b) (4)

Form: VITAL SIGNS - BASELINE - eCRF Audit Trall

History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

7.a Temperature Location:

Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:59:02 (0) (6) ORAL CAVITY

(UTC-05:00)

Eastern Time (US

& Canada)

*** Confidential***
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Header Text: c4591001

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

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

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

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Randomization Date:

Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
10:59:27 (b) (6) Sen/10/2020
(UTC-05:00)
Eastern Time (US
& Canada)
2. Randomization Number:
Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:59:27 (b) (6) 86582
(UTC-05:00)
Eastern Time (US
& Canada)
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Site No: 1120

Form Version: 22-Apr-2020 21:03

Subject No: 11201266

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Data Origin

Date L ocation User Value Reason

Sep-17-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:15.03 (autocalc) | SITE

(UTC-05:00)

Eastern Time (US

& Canada)

2. Sample Type

Date L ocation User Value Reason

Sep-17-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:15:03 (autocalc) | SERUM

(UTC-05:00)

Eastern Time (US

& Canada)

3. Sample Collected?

Date L ocation User Value Reason

Sep-17-2020 ACVOPFEINFP6000 |auto query |Query 1. Deleted Close Auto

14:15:23 (autoquery) Query

(UTC-05:00)

Eastern Time (US

& Canada)

Sep-17-2020 ACVOPFEINFP6000 |auto query |Query 1. Candidate ‘Sample

14:15:03 (autoquery) Collected? is

(UTC-05:00) Yes, however

Eastern Time (US no barcodes are
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1120

Subject No: 11201266

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

& Canada) entered. Please
review and
correct as
appropriate.

Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

14:15:03 (b) (6) YES

(UTC-05:00) Date of Collection:

Eastern Time (US

& Canada) Sep/10/2020

5.a

Date L ocation User Value Reason

Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

14:15:23 ®X) | sample1D: BM50s5

(UTC-05:00)

Eastern Time (US

& Canada)

5.aSampleID

Date L ocation User Value Reason

Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

14:15:23 (0) (6) BM50S6

(UTC-05:00)

Eastern Time (US

& Canada)

5.b

Date L ocation User Value Reason

Sep-17-2020 ACVOPFEINFP000 [® @ ®©) | baia Entry: Initial Entry
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Form Version: 22-Apr-2020 21:03

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
(b) (4), (b) (6)
14:15:31 Sample ID: BM50S7
(UTC-05:00)
Eastern Time (US
& Canada)
5.b Sample D
Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:31 (b) (6) BM50S7
(UTC-05:00)
Eastern Time (US
& Canada)
5.c
Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:37 (0) (6) Sample | D: BM50S8
(UTC-05:00)
Eastern Time (US
& Canada)
5.c SampleD
Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:37 () (6) BM50S8
(UTC-05:00)
Eastern Time (US
& Canada)
5d

*** Confidential***

Page 281 of 459

FDA-CBER-2021-5683-0799268




090177e196ae4001\Final\Final On: 01-Apr-2021 05:27 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1120

Subject No: 11201266

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:46 (0)(6) Sample 1D: BPR2KW
(UTC-05:00)
Eastern Time (US
& Canada)
5.d SampleID
Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:46 (0) (6) BPR2KW
(UTC-05:00)
Eastern Time (US
& Canada)
S.e
Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
14:15:53 (0)(6) Sample | D: BPR2KX
(UTC-05:00)
Eastern Time (US
& Canada)
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Site No: 1120

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Subject No: 11201266
Generated By:  (b) (4)

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

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

5.eSampleI D

Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:53 (b) (6) BPR2K X

(UTC-05:00)

Eastern Time (US

& Canada)

*** Confidential***
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1120

Subject No: 11201266

SWAB - eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Data Origin

Date L ocation User Value Reason

Sep-17-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:14:40 (autocalc) | SITE

(UTC-05:00)

Eastern Time (US

& Canada)

2. Sample Type

Date L ocation User Value Reason

Sep-17-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:14:40 (autocalc) | NASAL_SWAB

(UTC-05:00)

Eastern Time (US

& Canada)

3. Sample Collected?

Date L ocation User Value Reason

Sep-17-2020 ACVOPFEINFP6000 |auto query |Query 1. Deleted Close Auto

14:14.48 (autoquery) Query

(UTC-05:00)

Eastern Time (US

& Canada)

Sep-17-2020 ACVOPFEINFP6000 |auto query |Query 1. Candidate ‘Sample

14:14:40 (autoquery) Collected? is

(UTC-05:00) Yes, however

Eastern Time (US no barcodes are
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Site No: 1120

Form Version: 22-Apr-2020 21:03

Subject No: 11201266

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

SWAB - eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

& Canada) entered. Please
review and
correct as
appropriate.

Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

14:14:40 (b) (6) YES

(UTC-05:00) Date of Collection:

Eastern Time (US

& Canada) Sep/10/2020

5.a

Date L ocation User Value Reason

Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

14:14:48 (0)(6) Sample | D: BM50RP

(UTC-05:00)

Eastern Time (US

& Canada)

5.aSampleID

Date L ocation User Value Reason

Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

14:14:48 (0) (6) BM50RP

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

Site No: 1120

Subject No: 11201266
(b) (4)

Generated By:

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

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason

Sep-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry

10:59:55 (b) (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

2. Treatment Name

Date L ocation User Value Reason

Sep-17-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

10:59:55 (autocalc) | BLINDED THERAPY

(UTC-05:00)

Eastern Time (US

& Canada)

3. Formulation:

Date L ocation User Value Reason

Sep-17-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

10:59:55 (autocalc) | INJECTION

(UTC-05:00)

Eastern Time (US

& Canada)

4. Dose Date Time:

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: 1120

Subject No: 11201266

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

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:59:55 (b) (6) Sen/10/2020 16:31
(UTC-05:00)
Eastern Time (US
& Canada)
5. Anatomical Location:
Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:59:55 (autocalc) | DELTOID MUSCLE
(UTC-05:00)
Eastern Time (US
& Canada)
6. Body Side:
Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:59:55 (0) (6) LEFT
(UTC-05:00)
Eastern Time (US
& Canada)
7. Route:
Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:59:55 (autocalc) | INTRAMUSCULAR
(UTC-05:00)
Eastern Time (US
& Canada)
10. Timeframe Subject Was Observed
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

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

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:59:55 (autocalc) | THE PROTOCOL SPE

(UTC-05:00) CIFIED OBSERVATIO

Eastern Time (US N PERIOD

& Canada)

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

Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:59:55 (b) (6) YES
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: REACTOGENICITY DIARY - eCRF Audit Trail

History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

*** Confidential***

1. Select appropriate response - Reactogenicity diary collection
Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
11:00:02 (0) (6) YES- REACTOGENI
(UTC-05:00) CITY E-DIARY COLL
Eastern Time (US ECTED FOR THIS SU
& Canada) BJECT
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:14:40 (0) (6) Sen/29/2020
(UTC-05:00)
Eastern Time (US
& Canada)
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Site No: 1120

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 15-Sep-2020 21:56

Subject No: 11201266
Generated By:  (b) (4)

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

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was compl eted?
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (0) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
2.a
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
14:15:33 (0) () Symptom:: F
(UTC-05:00) E
Eastern Time (US \%
& Canada) E
R

Werefever or syst N

emic symptoms pr O

esent on thelast d

ay the Subject Dia

ry was completed

2
2.a Symptom:
Date L ocation User Value Reason

*** Confidential***
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Header Text: c4591001

Visit: V2 VAX2_ L

Form Version: 15-Sep-2020 21:56

Site No: 1120

Subject No: 11201266

Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Sep-29-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
14:15:33 (b) (6) FEVER

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (0) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
2b
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (0)(6) Symptom:: FA
(UTC-05:00) TI
Eastern Time (US G
& Canada) U
E

Werefever or sys N

temic symptoms O

present on thelas

t day the Subject

Diary was comple

ted?:
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Site No: 1120

Form Version: 15-Sep-2020 21:56

Subject No: 11201266

Header Text: c4591001
Visit: V2 VAX2 L

Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

2.b Symptom:

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (0) (6) FATIGUE

(UTC-05:00)

Eastern Time (US

& Canada)

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

*** Confidential***

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (0) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
2.C
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (6) (6) Symptom:: HE
(UTC-05:00) AD
Eastern Time (US AC
& Canada) HE

Werefever or sys NO

temic symptoms

present on thelas

t day the Subject

Diary was compl

eted?:
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Header Text: c4591001

Visit: V2 VAX2_ L

Form Version: 15-Sep-2020 21:56

Site No: 1120

Subject No: 11201266

Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

2.c Symptom:

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (0) (6) HEADACHE

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (0) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
2d
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (0) (6) Symptom:: C
(UTC-05:00) HI
Eastern Time (US L
& Canada) LS

Werefever or syst N

emic symptomsp O

resent on thelast

day the Subject D

iary was complete

d>:
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Site No: 1120

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 15-Sep-2020 21:56

Subject No: 11201266

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

History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

2.d Symptom:

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (0) (6) CHILLS

(UTC-05:00)

Eastern Time (US

& Canada)

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

*** Confidential***

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (0) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
2.e
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (0) (6) Symptom:: VO
(UTC-05:00) MI
Eastern Time (US TI
& Canada) NG

Werefever or sysNO

temic symptoms

present on thela

st day the Subjec

t Diary was com

pleted?:
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Header Text: c4591001

Visit: V2 VAX2_ L

Form Version: 15-Sep-2020 21:56

Site No: 1120

Subject No: 11201266

Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

2.e Symptom:

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (0) (6) VOMITING

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (0) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
2.f
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (6) (6) Symptom:: DI
(UTC-05:00) AR
Eastern Time (US RH
& Canada) EA

Werefever or sys NO

temic symptoms

present on thelas

t day the Subject

Diary was compl

eted?:
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Site No: 1120

Form Version: 15-Sep-2020 21:56

Subject No: 11201266

Header Text: c4591001
Visit: V2 VAX2 L

Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

2.f Symptom:

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (0) (6) DIARRHEA

(UTC-05:00)

Eastern Time (US

& Canada)

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

*** Confidential***

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (0) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
2.9
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (0) (6) Symptom::  NEW
(UTC-05:00) ORW
Eastern Time (US ORSE
& Canada) NED
MUSC
LE PAI
N
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 15-Sep-2020 21:56
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Werefever or NO

systemic sym

ptoms present

on thelast da

y the Subject

Diary was co

mpleted?:
2.9 Symptom:
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (0) (6) NEW OR WORSENE
(UTC-05:00) D MUSCLE PAIN
Eastern Time (US
& Canada)

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

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (b) (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

2.h

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (0) (6) Symptom::  NEW

(UTC-05:00)
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Site No: 1120

Form Version: 15-Sep-2020 21:56

Subject No: 11201266

Header Text: c4591001
Visit: V2 VAX2 L

Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Eastern Time (US ORW
& Canada) ORSE
NED J
OINT
PAIN
Werefever or NO
systemic sym
ptoms present
on thelast da
y the Subject
Diary was co
mpleted?:
2.h Symptom:
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (b) (6) NEW OR WORSENE
(UTC-05:00) D JOINT PAIN
Eastern Time (US
& Canada)
2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (0) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
3. Injection Site Location:
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Header Text: c4591001

Visit: V2 VAX2_ L

Form Version: 15-Sep-2020 21:56

Site No: 1120

Subject No: 11201266

Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:15:33 (autocalc) | DELTOID MUSCLE
(UTC-05:00)
Eastern Time (US
& Canada)
4. Injection Site Body Side:
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (b) (6) LEFT
(UTC-05:00)
Eastern Time (US
& Canada)
S5.a
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (0) (6) Injection SiteRe RE
(UTC-05:00) action:: D
Eastern Time (US NE
& Canada) SS
Wereinjection sit N
ereactionsprese O
nt on thelast day
the Subject Diary
was completed?:
5.alnjection Site Reaction:
Page 300 of 459

*** Confidential***
FDA-CBER-2021-5683-0799287




090177e196ae4001\Final\Final On: 01-Apr-2021 05:27 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 15-Sep-2020 21:56

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

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

History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (b) (6) REDNESS

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (b) (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

5.b

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
14:15:33 (b) (6) Injection Site Re SW

(UTC-05:00) action:: EL

Eastern Time (US LIN

& Canada) G

Wereinjection s NO
tereactionspres

ent on thelast da

y the Subject Dia

ry was complete

d?:

*** Confidential***
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Header Text: c4591001

Visit: V2 VAX2_ L

Form Version: 15-Sep-2020 21:56

Site No: 1120

Subject No: 11201266
(b) (4)

Generated By:

Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

5.b Injection Site Reaction:

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (b) (6) SWELLING

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
5.c
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (6) (6) Injection Site  PAIN
(UTC-05:00) Reaction:: AT |
Eastern Time (US NJEC
& Canada) TION
SITE
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Header Text: c4591001
Visit: V2 VAX2 L

Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:56 Form Status. Data Complete, Locked, Frozen, Verified

Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Wereinjection NO
sitereactionsp
resent on thela

st day the Subj
ect Diary wasc
ompleted?:
5.c Injection Site Reaction:
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:33 (b) (6) PAIN AT INJECTION
(UTC-05:00) SITE
Eastern Time (US
& Canada)

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

*** Confidential***

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
14:15:33 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 15-Sep-2020 21:54

Site No: 1120
Subject No: 1120126
Generated By:

(b) (4)

Form: VITAL SIGNS- TEMP - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research
6 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Date:
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:49 (b) (6) Sen/29/2020
(UTC-05:00)
Eastern Time (US
& Canada)
2.a
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:49 (6) (6) Record Iden 1
(UTC'051.00) tifier::
Eastern Time (US Temperatur 37.0
& Canada) e

Temperatur C

e Unit;

Temperatur ORAL

elLocation:: CAVIT

Y
2.a Record I dentifier:
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:49 (b) (6) 1
(UTC-05:00)
Eastern Time (US
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Header Text: c4591001

Visit: V2_VAX2_ L
Form Version: 15-Sep-2020 21:54

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: VITAL SIGNS- TEMP - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

& Canada)
2.a Temperature:
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:49 (b) (6) 37.0
(UTC-05:00)
Eastern Time (US
& Canada)
2.a Unit;
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:49 (b) (6) C
(UTC-05:00)
Eastern Time (US
& Canada)
2.a Temperature Location:
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:15:49 (b) (6) ORAL CAVITY
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1120

Subject No: 11201266

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

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Data Origin

Date L ocation User Value Reason

Oct-01-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

17:06:14 (autocalc) | SITE

(UTC-05:00)

Eastern Time (US

& Canada)

2. Sample Type

Date L ocation User Value Reason

Oct-01-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

17:06:14 (autocalc) | NASAL_SWAB

(UTC-05:00)

Eastern Time (US

& Canada)

3. Sample Collected?

Date L ocation User Value Reason

Oct-01-2020 ACVOPFEINFP6000 | auto query Query 1. Deleted Close Auto

17:06:26 (autoquery) Query

(UTC-05:00)

Eastern Time (US

& Canada)

Oct-01-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate | 'Sample

17:06:14 (autoquery) Collected? is

(UTC-05:00) Yes, however

Eastern Time (US no barcodes
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Site No: 1120

Form Version: 22-Apr-2020 21:03

Subject No: 11201266

Header Text: c4591001
Visit: V2 VAX2 L

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

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

& Canada) are entered.
Please review
and correct as
appropriate.

Oct-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

17:06:14 (b) (6) YES

(UTC-05:00) Date of Collection:

Eastern Time (US

& Canada) Sep/29/2020

5.a

Date L ocation User Value Reason

Oct-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

17:06:26 (0)(6) Sample D BM50Z

(UTC-05:00) : T

Eastern Time (US

& Canada)

5.aSampleID

Date L ocation User Value Reason

Oct-01-2020 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry

17:06:26 () (6) BM50ZT

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1120

Subject No: 11201266
(b) (4)

Generated By:

Form: VACCINATION - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason

Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

14:16:27 (b) (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

2. Treatment Name

Date L ocation User Value Reason

Sep-29-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:16:27 (autocalc) | BLINDED THERAPY

(UTC-05:00)

Eastern Time (US

& Canada)

3. Formulation:

Date L ocation User Value Reason

Sep-29-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:16:27 (autocalc) | INJECTION

(UTC-05:00)

Eastern Time (US

& Canada)

4. Dose Date Time:

Date L ocation | User | Value Reason
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Header Text: c4591001

Visit: V2_VAX2_ L
Form Version: 22-Apr-2020 21:04

Site No: 1120

Subject No: 11201266

Form: VACCINATION - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:16:27 (b) (6) Sen/29/2020 12:41
(UTC-05:00)
Eastern Time (US
& Canada)
5. Anatomical Location:
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:16:27 (autocalc) | DELTOID MUSCLE
(UTC-05:00)
Eastern Time (US
& Canada)
6. Body Side:
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:16:27 (0) (6) LEFT
(UTC-05:00)
Eastern Time (US
& Canada)
7. Route:
Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:16:27 (autocalc) | INTRAMUSCULAR
(UTC-05:00)
Eastern Time (US
& Canada)
10. Timeframe Subject Was Observed
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Header Text: c4591001

Visit: V2_VAX2_ L
Form Version: 22-Apr-2020 21:04

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:16:27 (autocalc) | THE PROTOCOL SPE

(UTC-05:00) CIFIED OBSERVATIO

Eastern Time (US N PERIOD

& Canada)

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

Date L ocation User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:16:27 (b) (6) YES
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L
Form Version: 22-Apr-2020 21:02

Site No: 1120

Subject No: 11201266

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

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Nov-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Closed Response

17:45:39 satisfies query

(UTC-05:00)

Eastern Time (US

& Canada)

Nov-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answered | uodated

16:07:11

(UTC-05:00)

Eastern Time (US

& Canada)

Nov-17-2020 ACVOPFEINFP6000 | (b)), (b) (6) Query 1. Opened [lIness eDiary:

15:08:50 Subject

(UTC-05:00) reported "Yes'

Eastern Time (US for the question

& Canada) "Have you
experienced
any of the
following?’ for
the COVID-19
symptoms or
diagnosis on
10NQOV 2020.
But thereisno
COVID lllness
visit reported in
the database.
Please clarify.
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Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2 L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Oct-27-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry
13:58:52 Oct/27/2020
(UTC-05:00)
Eastern Time (US
& Canada)
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Site No: 1120

Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L Form: VACCINATION SYMPTOMSDIARY -

Form Version: 15-Sep-2020 21:56

Subject No: 11201266
Generated By:  (b) (4)

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

*** Confidential***

1. Were medications to treat fever/pain given on the last day the Subject Diary was compl eted?
Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (0) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
2.a
Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (0) () Symptom:: F
(UTC-05:00) E
Eastern Time (US \%
& Canada) E
R

Werefever or syst N

emic symptoms pr O

esent on thelast d

ay the Subject Dia

ry was completed

2
2.a Symptom:
Date L ocation User Value Reason
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Header Text: c4591001

Visit: V3_ MONTH1 _POSTVAX2 L Form: VACCINATION SYMPTOMSDIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:56

Site No: 1120

Subject No: 11201266

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (b) (6) FEVER

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (0) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
2b
Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (0)(6) Symptom:: FA
(UTC-05:00) TI
Eastern Time (US G
& Canada) U
E

Werefever or sys N

temic symptoms O

present on thelas

t day the Subject

Diary was comple

ted?:
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Header Text: c4591001

Visit: V3_ MONTHL_POSTVAX2 L

Form Version: 15-Sep-2020 21:56

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Form: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail

History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

2.b Symptom:

Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (b) (6) FATIGUE

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (b) (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

2.C

Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:50:14 (©)(6) Symptom:: HE

(UTC-05:00) AD

Eastern Time (US AC

& Canada) HE

Werefever or sys NO
temic symptoms
present on thelas

t day the Subject
Diary was compl
eted?:

*** Confidential***
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Header Text: c4591001

Visit: V3_ MONTHL_POSTVAX2 L

Form Version: 15-Sep-2020 21:56

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Form: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail

History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

2.c Symptom:

Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (b) (6) HEADACHE

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (b) (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

2d

Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (6) (6) Symptom:: C

(UTC-05:00) HI

Eastern Time (US L

& Canada) LS

Werefever or syst N
emic symptomsp O

resent on thelast

day the Subject D
iary was complete

d?:
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Site No: 1120

Form Version: 15-Sep-2020 21:56

Subject No: 11201266

Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

2.d Symptom:

Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (0) (6) CHILLS

(UTC-05:00)

Eastern Time (US

& Canada)

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

*** Confidential***

Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (0) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
2.e
Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:50:14 (0)(6) Symptom:: VO
(UTC-05:00) MI
Eastern Time (US TI
& Canada) NG

Werefever or sysNO

temic symptoms

present on thela

st day the Subjec

t Diary was com

pleted?:
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Header Text: c4591001

Visit: V3_ MONTHL_POSTVAX2 L

Form Version: 15-Sep-2020 21:56

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Form: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail

History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

2.e Symptom:

Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (b) (6) VOMITING

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (b) (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

2f

Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (0)(6) Symptom:: DI

(UTC-05:00) AR

Eastern Time (US RH

& Canada) EA

Werefever or sys NO
temic symptoms
present on thelas

t day the Subject
Diary was compl
eted?:
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Site No: 1120

Form Version: 15-Sep-2020 21:56

Subject No: 11201266

Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

2.f Symptom:

Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (0) (6) DIARRHEA

(UTC-05:00)

Eastern Time (US

& Canada)

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

*** Confidential***

Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
2.9
Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (b)(6) Symptom::  NEW
(UTC-05:00) ORW
Eastern Time (US ORSE
& Canada) NED
MUSC
LE PAI
N
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Header Text: c4591001

Visit: V3_ MONTHL_POSTVAX2 L

Form Version: 15-Sep-2020 21:56

Site No: 1120

Subject No: 11201266

Form: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Werefever or NO
systemic sym
ptoms present
on thelast da
y the Subject
Diary was co
mpleted?:
2.9 Symptom:
Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (b) (6) NEW OR WORSENE
(UTC-05:00) D MUSCLE PAIN
Eastern Time (US
& Canada)

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

Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
2.h
Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:50:14 (0)(6) Symptom::  NEW
(UTC-05:00)
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Site No: 1120

Form Version: 15-Sep-2020 21:56

Subject No: 11201266

Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Eastern Time (US OR W
& Canada) ORSE
NED J
OINT
PAIN
Werefever or NO
systemic sym
ptoms present
on thelast da
y the Subj ect
Diary was co
mpleted?:
2.h Symptom:
Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (b) (6) NEW OR WORSENE
(UTC-05:00) D JOINT PAIN
Eastern Time (US
& Canada)
2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
3. Injection Site Location:
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090177e196ae4001\Final\Final On: 01-Apr-2021 05:27 (GMT)

Header Text: c4591001

Visit: V3_ MONTHL_POSTVAX2 L

Form Version: 15-Sep-2020 21:56

Site No: 1120

Subject No: 11201266

Form: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:59:14 (autocalc) | DELTOID MUSCLE
(UTC-05:00)
Eastern Time (US
& Canada)
4. Injection Site Body Side:
Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (b) (6) LEFT
(UTC-05:00)
Eastern Time (US
& Canada)
S5.a
Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (0) (6) Injection SiteRe RE
(UTC-05:00) action:: D
Eastern Time (US NE
& Canada) SS
Wereinjection sit N
ereactionsprese O
nt on thelast day
the Subject Diary
was completed?:
5.alnjection Site Reaction:
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Site No: 1120

Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form Version: 15-Sep-2020 21:56

Subject No: 11201266

Form: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail

History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (b) (6) REDNESS
(UTC-05:00)
Eastern Time (US
& Canada)
5.a Were injection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
5.b
Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
13:59:14 (b) (6) Injection Site Re SW
(UTC-05:00) action:: EL
Eastern Time (US LIN
& Canada) G
Wereinjection s NO
tereactionspres
ent on thelast da
y the Subject Dia
ry was complete
d?:
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Header Text: c4591001

Visit: V3_ MONTHL_POSTVAX2 L

Form Version: 15-Sep-2020 21:56

Site No: 1120

Subject No: 11201266
(b) (4)

Generated By:

Form: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

5.b Injection Site Reaction:

Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (b) (6) SWELLING

(UTC-05:00)

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
5.c
Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (0)(6) Injection Site  PAIN
(UTC-05:00) Reaction:: AT I
Eastern Time (US NJEC
& Canada) TION
SITE
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Site No: 1120

Generated By:

Form Version: 15-Sep-2020 21:56

Subject No: 11201266
(b) (4)

Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Wereinjection NO
sitereactionsp
resent on thela
st day the Subj
ect Diary wasc

ompleted?:
5.c Injection Site Reaction:
Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:59:14 (b) (6) PAIN AT INJECTION
(UTC-05:00) SITE
Eastern Time (US
& Canada)

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

*** Confidential***

Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
13:59:14 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)

Page 325 of 459

FDA-CBER-2021-5683-0799312




090177e196ae4001\Final\Final On: 01-Apr-2021 05:27 (GMT)

Header Text: c4591001

Visit: V3 MONTHL_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1120

Subject No: 11201266

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Data Origin

Date L ocation User Value Reason

Oct-27-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

13:59:26 (autocalc) | SITE

(UTC-05:00)

Eastern Time (US

& Canada)

2. Sample Type

Date L ocation User Value Reason

Oct-27-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

13:59:26 (autocalc) | SERUM

(UTC-05:00)

Eastern Time (US

& Canada)

3. Sample Collected?

Date L ocation User Value Reason

Oct-27-2020 ACVOPFEINFP6000 |auto query |Query 1. Deleted Close Auto

13:59:57 (autoquery) Query

(UTC-05:00)

Eastern Time (US

& Canada)

Oct-27-2020 ACVOPFEINFP6000 |auto query |Query 1: Candidate ‘Sample

13:59:26 (autoquery) Collected? is

(UTC-05:00) Yes, however

Eastern Time (US no barcodes are
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090177e196ae4001\Final\Final On: 01-Apr-2021 05:27 (GMT)

Site No: 1120

Form Version: 22-Apr-2020 21:03

Subject No: 11201266

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: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

& Canada) entered. Please
review and
correct as
appropriate.

Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

13:59:26 (b) (6) YES

(UTC-05:00) Date of Collection:

Eastern Time (US

& Canada) Oct/27/2020

5.a

Date L ocation User Value Reason

Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

13:59:57 (0)(6) Sample | D: BMN8SL

(UTC-05:00)

Eastern Time (US

& Canada)

5.aSampleID

Date L ocation User Value Reason

Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

13:59:57 (0) (6) BMNSSL

(UTC-05:00)

Eastern Time (US

& Canada)

5.b

Date L ocation User Value Reason

Oct-27-2020 ACVOPFEINFPE000 | @@ @) baia Entry: Initial Entry
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090177e196ae4001\Final\Final On: 01-Apr-2021 05:27 (GMT)

Header Text: c4591001

Visit: V3_ MONTHL_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1120

Generated By:  (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

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

14:00:07 Sample!D BMNS88

(UTC-05:00) : M

Eastern Time (US

& Canada)

5.b Sample D

Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:00:07 (b) (6) BMN88M

(UTC-05:00)

Eastern Time (US

& Canada)

5.c

Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:00:20 (0) (6) Sample |D: BPW.Z

(UTC-05:00)

Eastern Time (US

& Canada)

5.c SampleD

Date L ocation User Value Reason
Oct-27-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:00:20 (0) (6) BP8WJZ

(UTC-05:00)

Eastern Time (US

& Canada)
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090177e196ae4001\Final\Final On: 01-Apr-2021 05:27 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 22-Apr-2020 21:03

Site No: 1120

Subject No: 11201266

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFP6000 |auto query |Query 1: Deleted Close Auto

08:43:56 (autoquery) Query

(UTC-05:00)

Eastern Time (US

& Canada)

Nov-17-2020 ACVOPFEINFP6000 |auto query |Query 2: Deleted Close Auto

16:03:33 (autoquery) Query

(UTC-05:00)

Eastern Time (US

& Canada)

Nov-17-2020 ACVOPFEINFP6000 |auto query |Query 2: Candidate Date of Visitis

16:02:36 (autoquery) completed but

(UTC-05:00) Date of

Eastern Time (US Assessment in

& Canada) the Signs and
Symptoms
formis
missing. Please
review and
update as
appropriate.

Nov-17-2020 ACVOPFEINFP6000 |autoquery |Query 1: Candidate Date of Visitis

16:02:36 (autoquery) completed but

(UTC-05:00) Date of

Eastern Time (US Callectionin

& Canada) both Nasal
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090177e196ae4001\Final\Final On: 01-Apr-2021 05:27 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 22-Apr-2020 21:03

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit
Trail History

Form Status:. Data Complete, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Swab Self and
Nasal Swab are
missing. Please
review and
update as
appropriate.

Nov-17-2020 ACVOPFEINFPE000 |/ (b) (4). Data Entry: Initial Entry

16:02:36 (6) (6) Nov/11/2020

(UTC-05:00)

Eastern Time (US

& Canada)

3. COVID-19 llIness Visit:

Date L ocation User Value Reason

Nov-17-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

16:02:36 (autocalc) | COVID_A

(UTC-05:00)

Eastern Time (US

& Canada)
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090177e196ae4001\Final\Final On: 01-Apr-2021 05:27 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 10-Oct-2020 16:02
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:03:33 (b) (6) Nov/11/2020

(UTC-05:00)

Eastern Time (US

& Canada)

2. Date of First Symptom Started:

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:03:33 (b) (6) Nov/6/2020

(UTC-05:00)

Eastern Time (US

& Canada)

3. Symptoms Ongoing?

*** Confidential***

Date L ocation User Value Reason
Feb-05-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response
15:42:21 (0) (6) satisfies query
(UTC-05:00)
Eastern Time (US
& Canada)
Feb-05-2021 ACVOPFEINFP6000 | auto query Query 1: Answered | New
11:02:11 (autoquery) Information
(UTC-05:00)
Eastern Time (US
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090177e196ae4001\Final\Final On: 01-Apr-2021 05:27 (GMT)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 10-Oct-2020 16:02

Site No: 1120

Subject No: 11201266

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

& Canada)

Feb-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New

11:02:11 (b) (6) NO Information

(UTC-05:00) Date of Last Sym

Eastern Time (US ptom Resolved:

& Canada)

Jan/19/2021

Feb-02-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Opened Please confirm

04:40:02 the symptoms

(UTC-05:00) are till

Eastern Time (US ongoing for

& Canada) this COVID
[lIness. If all
symptoms for
thisillness are
resolved,
please update
the Last
Symptoms
Resolved Date
else clarify.

Nov-17-2020 ACVOPFEINFP6000 |(b)(4), (b) (6) |DataEntry: Initial Entry

16:03:33 YES

(UTC-05:00)

Eastern Time (US

& Canada)

4.a

Date L ocation User Value Reason

Nov-17-2020 ACVOPFEINFP6000 |®@:®®) | bata Entry: Initial Entry

16:03:33 Symptoms.  FEVE
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Site No: 1120

Subject No: 11201266

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 10-Oct-2020 16:02

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
(UTC-05:00) (b) (4). (b) (6) R
Eastern Time (US Symptom Pres NO
& Canada) ent:
4.a Symptoms:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:03:33 (0) (6) FEVER
(UTC-05:00)
Eastern Time (US
& Canada)
4.a Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | /(b) (4), Data Entry: Initial Entry
16:03:33 (0) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
4.b
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:03:33 (©)(6) Sympto NEW ORIN
(UTC-05:00) ms.  CREASEDC
Eastern Time (US OUGH
& Canada) Sympto YES

m Prese

nt:
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 10-Oct-2020 16:02

Site No: 1120

Subject No: 11201266

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
4.b Symptoms:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:03:33 (b) (6) NEW OR INCREASE
(UTC-05:00) D COUGH
Eastern Time (US
& Canada)
4.b Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:03:33 () (6) YES
(UTC-05:00)
Eastern Time (US
& Canada)
4.c
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:03:33 (©)(6) Symp NEW OR INC
(UTC-05:00) toms; REASED SHO
Eastern Time (US RTNESS OF B
& Canada) REATH

Symp NO

tom P

resent
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Site No: 1120

Subject No: 11201266

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 10-Oct-2020 16:02

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
4.c Symptoms:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:03:33 (0) (6) NEW OR INCREASE
(UTC-05:00) D SHORTNESS OF B
Eastern Time (US REATH
& Canada)
4.c Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:03:33 () (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
4.d
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:03:33 ®X®) | symptoms.  cHIL
(UTC-05:00) LS
Eastern Time (US Symptom Pre YES
& Canada) sent:
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 10-Oct-2020 16:02

Site No: 1120

Subject No: 11201266

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
4.d Symptoms:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:03:33 (0) (6) CHILLS
(UTC-05:00)
Eastern Time (US
& Canada)
4.d Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:03:33 () (6) YES
(UTC-05:00)
Eastern Time (US
& Canada)
4.e
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:03:33 (©)(6) Sympt NEW OR INC
(UTC-05:00) oms. REASED MU
Eastern Time (US SCLE PAIN

om Pre

sent:
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Site No: 1120

Subject No: 11201266

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 10-Oct-2020 16:02

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
4.e Symptoms:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:03:33 (b) (6) NEW OR INCREASE
(UTC-05:00) D MUSCLE PAIN
Eastern Time (US
& Canada)
4.e Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:03:33 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
4f
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:03:33 ®XO) | sympt NEW LOSS
(UTC-05:00) oms. OF TASTEO
Eastern Time (US R SMELL

om Pre

sent:
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 10-Oct-2020 16:02

Site No: 1120

Subject No: 11201266

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
4.f Symptoms:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:03:33 (0) (6) NEW LOSS OF TAST
(UTC-05:00) E OR SMELL
Eastern Time (US
& Canada)
4.f Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:03:33 (0) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
4.9
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:03:33 (©)(6) Sympt NEW OR INC
(UTC-05:00) oms. REASED SO
Eastern Time (US RE THROAT

om Pr

esent:
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Site No: 1120

Subject No: 11201266

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 10-Oct-2020 16:02

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
4.9 Symptoms:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:03:33 (0) (6) NEW OR INCREASE
(UTC-05:00) D SORE THROAT
Eastern Time (US
& Canada)
4.9 Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:03:33 (0) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
4.h
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:03:33 (©)(6) Symptoms. DIARR
(UTC-05:00) HEA
& Canada) resent:
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Header Text: ¢4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 10-Oct-2020 16:02
Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

4.h Symptoms:

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:03:33 (b) (6) DIARRHEA

(UTC-05:00)

Eastern Time (US

& Canada)

4.h Was symptom present?

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:03:33 (b) (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

4.

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:03:33 (©)(6) Symptoms.  VOMIT

(UTC-05:00) ING

& Canada) resent:

Page 340 of 459

*** Confidential***
FDA-CBER-2021-5683-0799327
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Site No: 1120

Subject No: 11201266

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 10-Oct-2020 16:02

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
4.1 Symptoms:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:03:33 (0) (6) VOMITING
(UTC-05:00)
Eastern Time (US
& Canada)
4.i Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:03:33 (0) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
5a
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:03:41 (©)(6) Symptoms - Ot fatig
(UTC-05:00) her: e
Eastern Time (US
& Canada)
5.a Symptoms - Other Text:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |® ®).®)(®) | Data Entry: Initial Entry
16:03:41 fatigue
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Header Text: ¢4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 10-Oct-2020 16:02
Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

(UTC-05:00) (b) (4). (b) (6)

Eastern Time (US

& Canada)

5b

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:03:54 (0)(6) Symptoms nasal con

(UTC-05:00) - Other:  gestion

Eastern Time (US

& Canada)

5.b Symptoms - Other Text:

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | /(b) (4), Data Entry: Initial Entry
16:03:54 (b) (6) nasal congestion

(UTC-05:00)

Eastern Time (US

& Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 06-Jul-2020 21:54
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trall
History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:04:05 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

2. Specimen Type:

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:04:05 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

3. Specimen Collection Location:

*** Confidential***

Date L ocation User Value Reason

Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

16:04:05 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

4. Assay Code and Description:

Date L ocation | User | Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail
Unscheduled Visit on Nov/11/2020 History

Form Version: 06-Jul-2020 21:54 Form Status. Data Complete, Frozen

Site No: 1120 Site Name: (1120) Meridian Clinical Research

Subject No: 11201266 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:04:05 (0) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

5. Device Type:

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:04:05 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

6. Trade Name:

090177e196ae4001\Final\Final On: 01-Apr-2021 05:27 (GMT)

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:04:05 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
7. Test Result:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | /(b) (4), Data Entry: Initial Entry
16:04:05 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
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Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

8. Comments/Findings/Details:

*** Confidential***

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:04:05 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
9. Trade Name Other, Specify:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:04:05 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 22-Apr-2020 21:03

Site No: 1120

Subject No: 11201266

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Data Origin

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry

08:43:56 (autocalc) | SITE

(UTC-05:00)

Eastern Time (US

& Canada)

2. Sample Type

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

08:43:56 (autocalc) | NASAL_SWAB_SELF

(UTC-05:00)

Eastern Time (US

& Canada)

3. Sample Collected?

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFP6000 |auto query |Query 1: Deleted Close Auto

08:44.06 (autoquery) Query

(UTC-05:00)

Eastern Time (US

& Canada)

Nov-19-2020 ACVOPFEINFP6000 |auto query |Query 1. Candidate '‘Sample

08:43:56 (autoquery) Collected? is

(UTC-05:00) Yes, however

Eastern Time (US no barcodes are
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090177e196ae4001\Final\Final On: 01-Apr-2021 05:27 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1- Form: ELECTRONIC SAMPLE TRACKING - NASAL
Unscheduled Visit on Nov/11/2020 SWAB SELF - eCRF Audit Trail History

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

Site No: 1120 Site Name: (1120) Meridian Clinical Research

Subject No: 11201266 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

& Canada) entered. Please
review and
correct as
appropriate.

Nov-19-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

08:43:56 (b) (6) YES

(UTC-05:00) Date of Collection:

Eastern Time (US

& Canada) Nov/11/2020

5.a

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

08:44:06 (©)(6) Sample | D: CV14359

(UTC-05:00)

Eastern Time (US

& Canada)

5.aSampleID

Date L ocation User Value Reason

Nov-19-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

08:44:06 (0) (6) CV14359

(UTC-05:00)

Eastern Time (US

& Canada)

Page 347 of 459

*** Confidential***
FDA-CBER-2021-5683-0799334



090177e196ae4001\Final\Final On: 01-Apr-2021 05:27 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on

Form Version: 22-Apr-2020 21:03

Site No: 1120

Subject No: 11201266

Nov/11/2020

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Data Origin

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
16:04:30 (autocalc) | SITE

(UTC-05:00)

Eastern Time (US

& Canada)

2. Sample Type

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:04:30 (autocalc) [ NASAL_SWAB

(UTC-05:00)

Eastern Time (US

& Canada)

3. Sample Collected?

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:04:30 (0) (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

4. 1f no sample was collected or sample was not collected according to protocol, please provide

reason:
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Site No: 1120

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 22-Apr-2020 21:03

Subject No: 11201266
Generated By:  (b) (4)

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

Form Status:. Data Complete, Frozen, Verified
Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:04:30 (b) (6) self swabbed

(UTC-05:00)

Eastern Time (US

& Canada)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 10-Oct-2020 15:59

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

la
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:04:43 (®)(6) Type of Practi SPEC
(UTC-05:00) tioner: IALIS
Eastern Time (US T
& Canada) Occurrence of NO

Visitsor Cont

acts:
1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | /(b) (4), Data Entry: Initial Entry
16:04:43 (b) (6) SPECIALIST
(UTC-05:00)
Eastern Time (US
& Canada)
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:04:43 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
1b
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Site No: 1120

Subject No: 11201266

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 10-Oct-2020 15:59

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:04:43 (©)(®) Typeof Pra EMERG
(UTC-05:00) ctitioner: ENCY R
Eastern Time (US OOM
& Canada) Occurrence NO

of Visitsor

Contacts:
1.b Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:04:43 (b) (6) EMERGENCY ROOM
(UTC-05:00)
Eastern Time (US
& Canada)
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:04:43 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
1.c
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |®)@:(®)6) | Data Entry: Initial Entry
16:04:43
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 10-Oct-2020 15:59

Site No: 1120

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject No: 11201266 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
(UTC-05:00) ®Y@.®)O | Typeof Pr PRIMAR
Eastern Time (US actitioner: Y CARE
& Canada) PHYSICI
AN

Occurrenc NO

eof Vigits

or Contact

S
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | /(b) (4), Data Entry: Initial Entry
16:04:43 (b) (6) PRIMARY CARE PH
(UTC-05:00) YSICIAN
Eastern Time (US
& Canada)
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:04:43 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
1d
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFPE000 | @@ ®) O) | bata Entry: Initial Entry
16:04:43 Type of Pract URGE
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Site No: 1120

Subject No: 11201266

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 10-Oct-2020 15:59

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
(UTC-05:00) ®@.®)E) | jtioner: NT CA
Eastern Time (US RE
& Canada) Occurrenceo NO

f Visitsor Co

ntacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:04:43 (b) (6) URGENT CARE
(UTC-05:00)
Eastern Time (US
& Canada)
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:04:43 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
l.e
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:04:43 ®© | 1ypeof Pr TELEPH
(UTC-05:00) actitioner: ONE CO
Eastern Time (US NSULTAT
& Canada) ION
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 10-Oct-2020 15:59

Site No: 1120
Subject No: 11201266
Generated By:  (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit

Trail History

Form Status. Data Complete, Frozen
Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Occurrenc NO

eof Vigits
or Contact
S
1.e Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:04:43 (b) (6) TELEPHONE CONSU
(UTC-05:00) LTATION
Eastern Time (US
& Canada)
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:04:43 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
1f
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:04:43 (0)(6) Typeof Practiti OT
(UTC-05:00) oner: HE
Eastern Time (US R
& Canada)
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Header Text: ¢4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 10-Oct-2020 15:59
Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Occurrence of V NO
isitsor Contacts

1.f Physician or Healthcare Professional:

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:04:43 (b) (6) OTHER

(UTC-05:00)

Eastern Time (US

& Canada)

1.f Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:04:43 (b) (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

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

*** Confidential***

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:04:43 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 06-Jul-2020 21:53

Site No: 1120

Subject No: 11201266
(b) (4)

Generated By:

Form: RESPIRATORY TREATMENT - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. What isthe treatment | dentifier?

Date L ocation User Value Reason

Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry

16:04:57 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

2. Concomitant Non-drug Treatment Pre-specified:

Date L ocation User Value Reason

Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

16:04:57 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

3. Treatment:

Date L ocation User Value Reason

Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

16:04:57 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

4. Treatment:

Date L ocation | User | Value Reason
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Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 06-Jul-2020 21:53

Form: RESPIRATORY TREATMENT - eCRF Audit Trall
History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

*** Confidential***

Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:04:57 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5. Start Date:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:04:57 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
6. Ongoing?
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:04:57 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Nov/11/2020

Form Version: 06-Jul-2020 21:52

Site No: 1120

Subject No: 11201266
(b) (4)

Generated By:

Form Status. Data Complete, Frozen

Form: ILLNESS DETAILS - eCRF Audit Trail History

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
16:05:10 (autocalc) | POTENTIAL COVID-
(UTC-05:00) 19 ILLNESS
Eastern Time (US
& Canada)
2. Was a diagnosis obtained for Potential COVID-19 IlIness?
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:10 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
3. Toxicity Grade:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:10 (0) (6) 1
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 17-Jul-2020 21:55
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:05:23 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

2. Subcategory of Clinical Event:

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:23 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

3. Was a diagnosis obtained?

*** Confidential***

Date L ocation User Value Reason

Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

16:05:23 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

4. Toxicity Grade:

Date L ocation | User | Value Reason
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Header Text: ¢4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 17-Jul-2020 21:55
Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trall

History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:23 (0) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:51

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Lab Pandl:

Date L ocation User Value Reason

Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry

16:05:36 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

2. Laboratory Name and Address

Date L ocation User Value Reason

Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

16:05:36 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

3. Collection Date:

Date L ocation User Value Reason

Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

16:05:36 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

4. Specimen Type:

Date L ocation | User | Value Reason
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Header Text: ¢4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:51
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.a
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:36 (©)(6) Sponsor -Define Not
(UTC-05:00) d Identifier:  Done
Eastern Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done

Lab Normal R Not

ange: Done
5.a Sponsor ID:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.aTest:
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Site No: 1120

Subject No: 11201266

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:51

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.a Result:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.a Not Done:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | /(b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5aLNMT
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:51

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

& Canada) |
5.b
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | /(b) (4), Data Entry: Initial Entry
16:05:36 (®)(6) Sponsor -Define Not
(UTC-OS:_OO) d Identifier:  Done
Eastern Time (US Test:: Not
& Canada) Done
Result:: Not
Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
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Site No: 1120

Subject No: 11201266

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:51

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
5.b Sponsor ID:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.b Test:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.b Result:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.b Not Done;
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |® @:(®)6)| Data Entry: Initial Entry
16:05:36 Not Done
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:51

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
5bLNMT
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.c
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | /(b) (4), Data Entry: Initial Entry
16:05:36 (®)(6) Sponsor -Define Not
(UTC-05:00) d Identifier:  Done
Eastern Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
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Site No: 1120

Subject No: 11201266

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:51

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
5.c Sponsor ID:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.c Test:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.c Reault:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.c Not Done:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |@ @ ®® | pata Entry: Initial Entry
16:05:36 Not Done

Page 367 of 459

FDA-CBER-2021-5683-0799354




090177e196ae4001\Final\Final On: 01-Apr-2021 05:27 (GMT)

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:51

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
5cLNMT
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5d
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | /(b) (4), Data Entry: Initial Entry
16:05:36 (®)(6) Sponsor -Define Not
(UTC-05:00) d Identifier:  Done
Eastern Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
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Site No: 1120

Subject No: 11201266

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:51

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
5.d Sponsor ID:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.d Test:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.d Result:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.d Not Done;
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |® @:®)®) | pata Entry: Initial Entry
16:05:36 Not Done
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:51

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
5dLNMT
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.e
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | /(b) (4), Data Entry: Initial Entry
16:05:36 (®)(6) Sponsor -Define Not
(UTC-05:00) d Identifier:  Done
Eastern Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
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Site No: 1120

Subject No: 11201266

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:51

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
5.e Sponsor I1D:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.e Test:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.e Reault:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.e Not Done:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:51

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
5eLNMT
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5f
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | /(b) (4), Data Entry: Initial Entry
16:05:36 (®)(6) Sponsor -Define Not
(UTC-05:00) d Identifier:  Done
Eastern Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
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Site No: 1120

Subject No: 11201266

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:51

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
5.f Sponsor ID:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.f Test:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.f Result:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.f Not Done:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:51

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
5fLNMT
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.9
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | /(b) (4), Data Entry: Initial Entry
16:05:36 (®)(6) Sponsor -Define Not
(UTC-05:00) d Identifier:  Done
Eastern Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
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Site No: 1120

Subject No: 11201266

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:51

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
5.9 Sponsor ID:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.9 Test:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.9 Result:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.g Not Done:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done

Page 375 of 459

FDA-CBER-2021-5683-0799362
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Header Text: ¢4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:51
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
59LNMT
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:36 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:55

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Lab Pandl:

Date L ocation User Value Reason

Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry

16:06:50 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

2. Laboratory Name and Address

Date L ocation User Value Reason

Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

16:06:50 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

3. Collection Date:

Date L ocation User Value Reason

Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

16:06:50 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

4. Specimen Type:

Date L ocation | User | Value Reason
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Header Text: ¢4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:55
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.a
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (©)(6) Sponsor -Define Not
(UTC-05:00) d Identifier:  Done
Eastern Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done

Lab Normal R Not

ange: Done
5.a Sponsor ID:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.aTest:
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Site No: 1120

Subject No: 11201266

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:55

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.a Result:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.a Not Done:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | /(b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5aLNMT
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:55

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

& Canada) |
5.b
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | /(b) (4), Data Entry: Initial Entry
16:06:50 (®)(6) Sponsor -Define Not
(UTC-OS:_OO) d Identifier:  Done
Eastern Time (US Test:: Not
& Canada) Done
Result:: Not
Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
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Site No: 1120

Subject No: 11201266

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:55

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
5.b Sponsor ID:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.b Test:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.b Result:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.b Not Done;
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:55

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
5bLNMT
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.c
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | /(b) (4), Data Entry: Initial Entry
16:06:50 (®)(6) Sponsor -Define Not
(UTC-05:00) d Identifier:  Done
Eastern Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
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Site No: 1120

Subject No: 11201266

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:55

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
5.c Sponsor ID:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.c Test:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.c Reault:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.c Not Done:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:55

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
5cLNMT
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5d
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | /(b) (4), Data Entry: Initial Entry
16:06:50 (®)(6) Sponsor -Define Not
(UTC-05:00) d Identifier:  Done
Eastern Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
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Site No: 1120

Subject No: 11201266

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:55

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
5.d Sponsor ID:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.d Test:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.d Result:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.d Not Done;
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:55

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
5dLNMT
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.e
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | /(b) (4), Data Entry: Initial Entry
16:06:50 (®)(6) Sponsor -Define Not
(UTC-05:00) d Identifier:  Done
Eastern Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
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Site No: 1120

Subject No: 11201266

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:55

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
5.e Sponsor I1D:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.e Test:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.e Reault:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.e Not Done:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:55

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
5eLNMT
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5f
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | /(b) (4), Data Entry: Initial Entry
16:06:50 (®)(6) Sponsor -Define Not
(UTC-05:00) d Identifier:  Done
Eastern Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
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Site No: 1120

Subject No: 11201266

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:55

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
5.f Sponsor ID:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.f Test:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.f Result:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.f Not Done:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:55

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
5fLNMT
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.9
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | /(b) (4), Data Entry: Initial Entry
16:06:50 (®)(6) Sponsor -Define Not
(UTC-05:00) d Identifier:  Done
Eastern Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
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Site No: 1120

Subject No: 11201266

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:55

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
5.9 Sponsor ID:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.9 Test:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.9 Result:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.g Not Done:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:55

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
59LNMT
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.h
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | /(b) (4), Data Entry: Initial Entry
16:06:50 (®)(6) Sponsor -Define Not
(UTC-05:00) d Identifier:  Done
Eastern Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
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Site No: 1120

Subject No: 11201266

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:55

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
5.h Sponsor ID:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.h Test:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.h Result:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.h Not Done;
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:55

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
5h LNMT
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | /(b) (4), Data Entry: Initial Entry
16:06:50 (®)(6) Sponsor -Define Not
(UTC-05:00) d Identifier:  Done
Eastern Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
Page 394 of 459
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Form: LOCAL LABORATORY DATA - REPEATING
Unscheduled Visit on Nov/11/2020 Hematology - eCRF Audit Trail History

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

Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

5.i Sponsor ID:

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

5. Test:

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

5.1 Reault:

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

5.i Not Done:

Date L ocation User Value Reason

Page 395 of 459
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:55

Site No: 1120

Subject No: 11201266

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.i LNMT
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5]
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (0) (6) Sponsor -Define Not
(UTC-05:00) d Identifier:  Done
Eastern Time (US Test:: Not
& Canada) Done

Result:: Not

Done
Not Done:: Not
Done
Lab Normal R Not
ange: Done
Page 396 of 459
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Site No: 1120

Subject No: 11201266

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:55

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
5. Sponsor |ID:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5. Test:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5. Result:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5.) Not Done:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done

Page 397 of 459

FDA-CBER-2021-5683-0799384




090177e196ae4001\Final\Final On: 01-Apr-2021 05:27 (GMT)

Header Text: ¢4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:55
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

(UTC-05:00) (b) (4), (b) (6)
Eastern Time (US
& Canada)
5) LNMT
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
Page 398 of 459
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Site No: 1120

Subject No: 11201266

Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:52

Form: VITAL SIGNS- COVID - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Back to Form
1. Date:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:06:37 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
2.a
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:37 (©)(®) Record | dentifie Not
(UTC-05:00) re: Don
Eastern Time (US e
& Canada) Systolic:: Not
Don
e
Diastolic:: Not
Don
e
Respiratory Rat Not
einrespirations Don
/minute; e
Heart Ratein b Not
eatdminute; Don
e
2.a Record | dentifier:
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:52

Site No: 1120

Subject No: 11201266

Form: VITAL SIGNS- COVID - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:37 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
2.a Systalic:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:37 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
2.a Diastolic:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | /(b) (4), Data Entry: Initial Entry
16:06:37 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
2.a Respiratory Rate in respirations/minute:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:37 (0) (6) Not Done
(UTC-05:00)
Eastern Time (US
Page 400 of 459
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Site No: 1120

Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:52

Subject No: 11201266
Generated By:  (b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail

History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

& Canada)

2.a Heart Rate in beats/minute:

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | /(b) (4), Data Entry: Initial Entry
16:06:37 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:54

Site No: 1120

Subject No: 11201266

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF
Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Date:

Date L ocation User Value Reason

Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry

16:06:26 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

2.a

Date L ocation User Value Reason

Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

16:06:26 (©)(6) Record Identi Not D

(UTC'051.00) fier:: one

Eastern Time (US Oxygen Satur Not D

& Canada) ation: one

2.a Record | dentifier:

Date L ocation User Value Reason

Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

16:06:26 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

2.a SPO2 Pulse Oximetry %

Date L ocation User Value Reason
Page 402 of 459
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Header Text: ¢4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 15-Sep-2020 21:54
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: VITAL SIGNS- PULSE OX ROOM AIR - eCRF
Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Nov-17-2020 ACVOPFEIN
16:06:26
(UTC-05:00)
Eastern Time (US
& Canada)

FPG000 | (b) (4),
(b) (6)

Data Entry:
Not Done

Initial Entry

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 06-Jul-2020 21:52

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: OXYGENATION PARAMETERS - eCRF Audit
Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Date Time of Assessment:

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:06:12 () (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
2. Arterial Blood Gases PaO2 (mmHg):
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:12 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
3. FiO2 (Fraction of Inhaled Oxygen):
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:12 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
Page 404 of 459
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 06-Jul-2020 21:55

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. What isthe medication identifier?

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
16:06:01 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

2. Category:

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:01 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:01 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 06-Jul-2020 21:55

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

nameis unknown, enter the full trade or proprietary name. I nclude clarifying information in the
Medication text (e.g., I ngredient(s), route, use, formulation).

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:01 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
5. Start Date:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | /(b) (4), Data Entry: Initial Entry
16:06:01 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
6. Ongoing?
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:06:01 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
Page 406 of 459
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Header Text: c4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 06-Jul-2020 21:53
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: IMAGING - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

*** Confidential***

1. Date of Assessment:

Date L ocation User Value Reason

Nov-17-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry

16:05:50 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

2. Location of Assessment:

Date L ocation User Value Reason

Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

16:05:50 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

3. Type of Imaging Exam:

Date L ocation User Value Reason

Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

16:05:50 (b) (6) Not Done

(UTC-05:00)

Eastern Time (US

& Canada)

4, Assessment:

Date L ocation | User | Value Reason
Page 407 of 459
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Header Text: ¢4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Nov/11/2020
Form Version: 06-Jul-2020 21:53
Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: IMAGING - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:05:50 (b) (6) Not Done
(UTC-05:00)
Eastern Time (US
& Canada)
Page 408 of 459
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on Nov/06/2020

Site No: 1120

Header Text: c4591001
Visit: Unplanned 1 - Unscheduled Visit Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02

Subject No: 11201266
Generated By:  (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:02:10 (b) (6) Nov/6/2020

(UTC-05:00)

Eastern Time (US

& Canada)

*** Confidential***
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Header Text: c4591001
Visit: Unplanned 1 - Unscheduled Visit Form: UNPLANNED VISIT - eCRF Audit Trail History

on Nov/06/2020

Form Version: 22-Apr-2020 21:04

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form Status. Data Complete, Frozen, Verified
Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Assessments

Date L ocation User Value Reason

Nov-17-2020 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto

16:02:26 (autoquery) Query

(UTC-05:00)

Eastern Time (US

& Canada)

Nov-17-2020 ACVOPFEINFP6000 |auto query | Query 1. Candidate '‘Contact

16:02:16 (autoquery) Outcomeis

(UTC-05:00) ticked however

Eastern Time (US 'CONTACT

& Canada) OUTCOME'
form is not
entered. Please
review and
update as
appropriate.

Nov-17-2020 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry

16:02:16 (0) (6) CONTACT OUTCO

(UTC-05:00) ME

Eastern Time (US

& Canada)

Page 410 of 459
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on Nov/06/2020

Site No: 1120

Form Version: 22-Apr-2020 21:04

Subject No: 11201266

Header Text: c4591001
Visit: Unplanned 1 - Unscheduled Visit Form: CONTACT OUTCOME - UNPLANNED - eCRF

Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Back to Form
1. Contact Type:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
16:02:26 (autocalc) | TELEPHONE VISIT
(UTC-05:00)
Eastern Time (US
& Canada)
2. Was contact made?
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:02:26 (b) (6) YES
(UTC-05:00) Date of Contact:
Eastern Time (US
& Canada) Nov/6/2020
Contact Outcome:

VISIT NOT REQUI

RED, INVESTIGAT

OR DECISION
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Header Text: c4591001
Visit: Unplanned 2 - Unscheduled Visit Form: DATE OF VISIT - eCRF Audit Trail History

on Dec/16/2020

Form Version: 22-Apr-2020 21:02

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Dec-16-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:36:37 (0) (6) Dec/16/2020

(UTC-05:00)

Eastern Time (US

& Canada)

Page 412 of 459
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Header Text: c4591001
Visit: Unplanned 2 - Unscheduled Visit Form: UNPLANNED VISIT - eCRF Audit Trail History

on Dec/16/2020

Form Version: 22-Apr-2020 21:04

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form Status. Data Complete, Frozen, Verified
Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Assessments

Date L ocation User Value Reason

Dec-16-2020 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto

15:37:00 (autoquery) Query

(UTC-05:00)

Eastern Time (US

& Canada)

Dec-16-2020 ACVOPFEINFP6000 |auto query |Query 1. Candidate ‘Contact

15:36:47 (autoquery) Outcomeis

(UTC-05:00) ticked however

Eastern Time (US 'CONTACT

& Canada) OUTCOME'
formisnot
entered. Please
review and
update as
appropriate.

Dec-16-2020 ACVOPFEINFPE000 |/ (b) (4). Data Entry: Initial Entry

15:36:47 (0) (6) CONTACT OUTCO

(UTC-05:00) ME

Eastern Time (US

& Canada)

Page 413 of 459
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Header Text: c4591001

Visit: Unplanned 2 - Unscheduled Visit Form: CONTACT OUTCOME - UNPLANNED - eCRF
Audit Trail History

on Dec/16/2020

Form Version: 22-Apr-2020 21:04

Site No: 1120

Subject No: 11201266

Form Status. Data Complete, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Back to Form
1. Contact Type:
Date L ocation User Value Reason
Dec-16-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
15:37:00 (autocalc) | TELEPHONE VISIT
(UTC-05:00)
Eastern Time (US
& Canada)
2. Was contact made?
Date L ocation User Value Reason
Dec-16-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:37:00 () (6) YES
(UTC-05:00) Date of Contact:
Eastern Time (US
& Canada) Dec/16/2020
Contact Outcome:

VISIT NOT REQUI

RED, INVESTIGAT

OR DECISION
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFP6000 | (b) (4), Form Created
09:43:33 (b) (6)
(UTC-05:00)
Eastern Time (US &
Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

Date

L ocation

User

Value

Reason

Dec-11-2020
09:44:50
(UTC-05:00)
Eastern Time (US &
Canada)

ACVOPFEINFP6000

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

Form Created
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Site No: 1120

Form Version: 22-Apr-2020 21:02

Subject No: 11201266

Header Text: c4591001
Visit: Logs - Unscheduled

History

Form Status. Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Category:

Date L ocation User Value Reason

Dec-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

09:43:33 (autocalc) | ADVERSE EVENT

(UTC-05:00)

Eastern Time (US

& Canada)

2. AE ID:

Date L ocation User Value Reason

Dec-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

09:43:33 (autocalc) |1

(UTC-05:00)

Eastern Time (US

& Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Dec-11-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

09:43:33 () (6) LOSS OF VISION LE

(UTC-05:00) FT EYE

Eastern Time (US

& Canada)

4. Start Date Time:

Date L ocation | User | Value Reason
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Header Text: ¢4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1120

Subject No: 11201266

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

History

Form Status. Data Complete
Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Dec-11-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

09:43:33 (0) (6) Dec/4/2020 UNK:UNK

(UTC-05:00)

Eastern Time (US

& Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Feb-21-2021 ACVOPFEINFP6000 | (b) (4), Query 2: Closed Response

23:44.04 (b) (6) satisfies query

(UTC-05:00)

Eastern Time (US

& Canada)

Feb-19-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Answere | per query they

15:50:08 d wanted usto

(UTC-05:00) put this back to

Eastern Time (US not recovered

& Canada) not resolved

Feb-19-2021 ACVOPFEINFP6000 | auto query Query 2: Opened | 'Disposition

15:49:39 (autoquery) Follow-up

(UTC-05:00) formis

Eastern Time (US completed and

& Canada) this Adverse
Event is till
ongoing.
Please review
and update as
appropriate.

Feb-19-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription

15:49:39 YES Error

(UTC-05:00)
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Header Text: ¢4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status. Data Complete

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

*** Confidential***

Eastern Time (US

& Canada)

Jan-26-2021 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto

08:58:01 (autoquery) Query

(UTC-05:00)

Eastern Time (US

& Canada)

Jan-26-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: New

08:58:01 NO Information

(UTC-05:00) End Date Time:

Eastern Time (US

& Canada) Jan/19/2021 U

NK:UNK

Jan-25-2021 ACVOPFEINFP6000 | auto query Query 1: Opened | 'Disposition

16:46:22 (autoquery) Follow-up

(UTC-05:00) formis

Eastern Time (US completed and

& Canada) this Adverse
Event is till
ongoing.
Please review
and update as
appropriate.

Dec-11-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

09:43:33 YES

(UTC-05:00)

Eastern Time (US

& Canada)

6. Toxicity Grade:

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: 1120

Subject No: 11201266

History

Form Status. Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Dec-11-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:43:33 (0) (6) 4

(UTC-05:00)

Eastern 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

Feb-17-2021 ACVOPFEINFP6000 |(b)(4). () (6) | Query 2: Closed GPD Clinica

15:29:17 issued query

(UTC-05:00) for the

Eastern Time (US outcome.

& Canada)

Feb-17-2021 ACVOPFEINFP6000 | (b) (4), Query 2: Answered Thisae did not

08:31:20 (0) (6) result in death

(UTC-05:00)

Eastern Time (US

& Canada)

Feb-17-2021 ACVOPFEINFP6000 |Balgji Query 2: Opened Outcome of

00:45:43 Prabu R thisAE s

(UTC-05:00) (b) (4) FATAL, but the

Eastern Time (US question "Did

& Canada) this serious
event result in
death?' is
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Header Text: ¢4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

History

Form Status. Data Complete

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

*** Confidential***

answered as
NO. Please
verify and
update as
appropriate.
Else clarify.
Dec-17-2020 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto
03:42:23 (autoquery) Query
(UTC-05:00)
Eastern Time (US
& Canada)
Dec-11-2020 ACVOPFEINFP6000 |auto query |Query 1. Candidate For AE LOSS
09:43:33 (autoquery) OF VISION
(UTC-05:00) LEFT EYE:
Eastern Time (US Responseto "Is
& Canada) the adverse
event serious?'
is'Yes but
"Serious
Adverse Event
Number" is
blank.
Dec-11-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
09:43:33 (0) (6) YES
(UTC-05:00) Is this serious event
Eastern Time (US associated with cong
& Canada) enital anomaly or bi
rth defect?
NO
Did this serious eve
nt result in death?
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1120

Subject No: 11201266
Generated By:  (b) (4)

History

Form Status. Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

NO
Did this serious eve
nt require or prolong
hospitalization?
YES

Did this serious eve
nt result in persisten
t or significant disab
ility/incapacity?

NO

Isthis serious event
life threatening?

YES

Other medically imp
ortant serious event

NO

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:43:33 (b) (6) NO
(UTC-05:00)
Eastern Time (US
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Site No: 1120

Form Version: 22-Apr-2020 21:02

Subject No: 11201266
Generated By:  (b) (4)

Header Text: ¢4591001
Visit: Logs - Unscheduled

History

Form Status. Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

& Canada)

9. Isthis event related to study treatment:

*** Confidential***

Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
09:43:33 () (6) NOT RELATED
(UTC-05:00) If Not Related to stud
Eastern Time (US y treatment(s), thisev
& Canada) ent is due to:
OTHER
If Other, specify:
UNKNOWN
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:43:33 (b) (6) NOT APPLICABLE
(UTC-05:00)
Eastern Time (US
& Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:43:33 (0) (6) NO
(UTC-05:00)
Eastern Time (US
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status. Data Complete

Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
& Canada) | |

12. Was a Non-Drug Treatment given?

Date

L ocation User

Value Reason

Dec-11-2020
09:43:33
(UTC-05:00)

Eastern Time (US

& Canada)

ACVOPFEINFPE000 |/ (b) (4).
(b) (6)

Data Entry: Initial Entry
NO

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

Date

L ocation User

Value

Reason

Feb-24-2021
11:05:39
(UTC-05:00)
Eastern Time
(US&
Canada)

ACVOPFEINFP6000 | Juleen
Gayed
(b) (4)

Query
3: Clo

Response satisfies query

Feb-19-2021
15:49:39
(UTC-05:00)
Eastern Time
(US&
Canada)

ACVOPFEINFPG000 | auto query
(autoquery)

Query
4: Clo

Close Auto Query

Feb-19-2021
15:47:41
(UTC-05:00)
Eastern Time
(US&
Canada)

ACVOPFEINFP6000 | auto query
(autoquery)

Query
4. Op
ened

For AE LOSS OF VISION LEFT

EYE: Response to "What was the

outcome of this adverse event?' is
'Not Recovered/Not Resolved' but
AE End Date/Time s present.
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Header Text: ¢4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status. Data Complete

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Feb-19-2021 | ACVOPFEINFPG000

auto query | Query | Changed Information

15:47:41 (autoquery) |3: An
(UTC-05:00) swere
Eastern Time d
(US&
Canada)
Feb-19-2021 | ACVOPFEINFP6000 | (b) (4), Data |Changed Information
15:47:41 (b) (6) Entr
(UTC-05:00) M
Eastern Time NOT
(US& REC
Canada) OVE
RED/
NOT
RESO
LVE
D

Feb-19-2021 | ACVOPFEINFP6000

Katherine | Query | GPD CLIN:Sincere apologies;

11:44:37 Liau 3: Rei | however, since the outcome of fatal

(UTC-05:00) (b) (4) ssued: |islisted for AE of metastatic lung

Eastern Time Open | cancer (cause of death), the AE of

(US& ed vision loss (a consequence of brain

Canada) mets) would be considered 'not
recovered'. Please update outcome
accordingly.

Feb-15-2021 | ACVOPFEINFPE000 | (b) (4), Query | coordinator sent in afollow up sae

14:59:32 (b) (6) 3: An | and changed it to fatal

(UTC-05:00) swere

Eastern Time d

(US&

Canada)
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Header Text: ¢4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status. Data Complete

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Feb-12-2021 | ACVOPFEINFP6000
18:16:18
(UTC-05:00)
Eastern Time
(US&
Canada)

Katherine | Query | GPD CLIN: Per serious adverse
Liau 3: Op | event report, outcome of 10ss of

(b) (4) ened | vision was 'not recovered' at time of
death due to metastatic lung cancer
(brain mets). Please review and
reconcile outcome of loss of vision
at time of death due to metastatic
lung ca.

Feb-12-2021 | ACVOPFEINFP6000
18:13:08

Katherine | Query | Closed query to post query to update
Liau 2: Clo | outcomefor 'loss of vision' as not

(UTC-05:00) (b) (4) sed recovered. Loss of visionis
Eastern Time conseguence of metastatic lung
(US& cancer with mets to the brain
Canada) (already an AE).

Feb-12-2021 | ACVOPFEINFPE000 | (b) (4), Query [ will have lead coordinator submit
12:40:25 (b) (6) 2: An | follow up with correct outcome
(UTC-05:00) swere

Eastern Time d

(US&

Canada)

Feb-12-2021 | ACVOPFEINFPG000
11:27:14

(b) (4), (b) 6) | Query | SAE RECON1: Thanks for the
2: Rel | response. "Fatal" isreported in CRF

(UTC-05:00) ssued: | however "NOT RECOVERED/NOT
Eastern Time Open | RESOLVED" isreported in Safety
(US& ed database. Please submit an SAE
Canada) follow up form to update outcomein
Safety database.

Feb-11-2021 | ACVOPFEINFP6000 | (b) (4), Query | subject passed away
16:04:21 (0) (6) 2. An
(UTC-05:00) swere
Eastern Time d
(US&
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Header Text: ¢4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1120
Subject No: 11201266

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

History

Form Status. Data Complete
Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Canada)

Feb-10-2021 | ACVOPFEINFP6000 |(B) (), (0)(6) | Query | SAE

02:48:13 2: Op | RECON:AER#2020490621,0utcome

(UTC-05:00) ened |wasreported asNOT

Eastern Time RECOVERED/NOT RESOLVED to

(US& Safety DB however, recorded as

Canada) FATAL on AE CRF.Please confirm
outcome. If safety updateis
required, please submit afollow-up
form.

Jan-26-2021 | ACVOPFEINFP6000 |auto query | Query | Close Auto Query

08:58:12 (autoquery) | 1: Clo

(UTC-05:00) sed

Eastern Time

(US&

Canada)

Jan-26-2021 | ACVOPFEINFP6000 | (b) (4), Data | New Information

08:58:12 (0) (6) Entr

(UTC-05:00) .

Eastern Time FATA

(US& L

Canada)

Jan-26-2021 | ACVOPFEINFP6000 |auto query | Query | For AE LOSS OF VISION LEFT

08:58:01 (autoquery) |1: Op | EYE: Responseto "What wasthe

(UTC-05:00) ened | outcome of this adverse event?' is

Eastern Time 'Not Recovered/Not Resolved' but

(US& AE End Date/Timeis present.

Canada)

Dec-11-2020 | ACVOPFEINFP6000 | (b) (4), Data | Initia Entry

09:43:33 (0) (6) Entr

(UTC-05:00) .
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1120

History

Form Status. Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1120) Meridian Clinical Research

Subject No: 11201266 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Eastern 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

Mar-12-2021 ACVOPFEINFP6000 | (b) (4), Query 2: Closed | Response satisfies

04:15:47 (b) (6) query

(UTC-05:00)

Eastern Time

(US & Canada)

Mar-11-2021 ACVOPFEINFP6000 | auto query Query 2: Answer | Transcription

14:11:43 (autoquery) ed Error

(UTC-05:00)

Eastern Time

(US & Canada)

Mar-11-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription

14:11:43 NO Error

(UTC-05:00)

Eastern Time

(US & Canada)

Mar-04-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Reissue | DM RQL1: Per

13:32:.08 d:Opened your response

(UTC-05:00) "LOSS OF

Eastern Time VISION WAS

(US & Canada) NOT FATAL."
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1120

Subject No: 11201266

Generated By:

History

Form Status. Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1120) Meridian Clinical Research

(b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

however "Did the
adverse event
cause the subject
to be discontinued
from the study?’
iISYES. Please
review the
guestion and
update
accordingly.

Mar-04-2021
09:49:36
(UTC-05:00)
Eastern Time
(US & Canada)

ACVOPFEINFPGE000 |(b) (4), (b) (6)

Query 2: Answer
ed

LOSS OF
VISION WAS
NOT FATAL.
MESTATIC
LUNG CANCER
WAS FATAL.
SUBJECT WAS
DISCONTINUED
FROM STUDY
DUETO
FATALITY.

Mar-01-2021
07:28:04
(UTC-05:00)
Eastern Time
(US & Canada)

ACVOPFEINFP6000 | (b) (4),

(b) (6)

Query 2: Reissue
d:Opened

Pleasereview AE
outcomeasitis
not FATAL and
response to "Did
the adverse event
cause the subject
to be discontinued
from the study?'
iIsYES.

Feb-26-2021
15:10:11
(UTC-05:00)

*** Confidential***

ACVOPFEINFP6000 | (b) (4), (b) (6)
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Header Text: ¢4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1120
Subject No: 11201266

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

History

Form Status. Data Complete
Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Eastern Time EVENT OF
(US & Canada) FATAL.
Feb-23-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 2: Opened | DM: "Did the
08:01:26 event cause the
(UTC-05:00) Subject to be
Eastern Time Discontinued
(US & Canada) from the Study"
on AE formis
YESand AE
outcome is not
FATAL. Please
verify and update
the data as
appropriate.
Thank you.
Jan-27-2021 ACVOPFEINFP6000 |(b) (4), (b) () | Query 1: Closed | Response satisfies
16:15:46 query
(UTC-05:00)
Eastern Time
(US & Canada)
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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
Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Back to Form
14. Did the adver se event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Jan-27-2021 ACVOPFEINFP6000 | auto query Query 1. Answere | Changed
09:10:27 (autoquery) d Information
(UTC-05:00)
Eastern Time
(US & Canada)
Jan-27-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Changed
09:10:27 (b) (6) YES Information
(UTC-05:00)
Eastern Time
(US & Canada)
Jan-27-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Opened | Outcomeis
06:25:11 (b) (6) reported as
(UTC-05:00) ‘Fad’;
Eastern Time however, "Did
(US & Canada) the event cause
the subject to
be discontinued
from the study”
isnot YES.
Please review
and update the
CRF
Appropriately.
Dec-11-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
09:43:33 NO
(UTC-05:00)
Eastern Time
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Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

(US & Canada)

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason
Dec-17-2020 ACVOPFEINFP6000 |(b) (4, (®)(6) | Data Entry: Initial Entry
03:42:23 2020490621
(UTC-05:00)
Eastern Time (US
& Canada)
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Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Back to Form
1. Category:
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
09:44:50 (autocalc) | ADVERSE EVENT
(UTC-05:00)
Eastern Time (US
& Canada)
2. AE ID:
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
09:44:50 (autocalc) |2
(UTC-05:00)
Eastern Time (US
& Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Mar-08-2021 ACVOPFEINFP6000 |Giselle Query 4: Close | thanks
17:27:12 Castillo d
(UTC-05:00) (b) (4)
Eastern Time
(US & Canada)
Mar-04-2021 ACVOPFEINFP6000 |(b)(4), (0) (6) | Query 4: Answ | DISCHARGE DATE
09:52:19 ered NOT AVAILABLE
(UTC-05:00)
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History
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Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Eastern Time

(US & Canada)

Mar-04-2021 ACVOPFEINFP6000 |Giselle Query 4: Reiss | Could you please

08:26:14 Cadtillo ued:Opened provide de discharge

(UTC-05:00) (b) (4) date? Thanks

Eastern Time

(US & Canada)

Feb-26-2021 ACVOPFEINFP6000 |(b) (4), (0) (6) |Query 4: Answ | SUBJECT WASNOT

15:10:55 ered IN HOSIPTAL

(UTC-05:00) UNTIL DEATH

Eastern Time

(US & Canada)

Feb-22-2021 ACVOPFEINFP6000 |Giselle Query 4: Open | Per report, subject

14:21:25 Castillo ed presented to urgent

(UTC-05:00) (b) (4) care on 04Dec2020,

Eastern Time pls adviseif the

(US & Canada) participant wasin the
hospital until date of
death? Days of
hospital stay are not
described in the safety
report. Thanks

Jan-17-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 3: Close | Response satisfies

20:06:23 d query

(UTC-05:00)

Eastern Time

(US & Canada)

Jan-14-2021 ACVOPFEINFP6000 |(b) (4), (0) (6) | Query 3: Answ |we are waiting on

11:44:52 ered medical records.

(UTC-05:00) called subject to seeif

Eastern Time he was well enough to
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Header Text: ¢4591001
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Subject No: 11201266

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

History

Form Status. Data Complete
Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

*** Confidential***

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

(US & Canada) comeinandsigna
medical release

Jan-10-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 3: Reiss | ClinQuery: if

20:36:40 ued:Opened reportable per section

(UTC-05:00) 6.5.1, please update

Eastern Time the CM med log to

(US & Canada) include this
information. else
clarify. thanks

Jan-07-2021 ACVOPFEINFP6000 |(b) (4), (0) (6) |Query 3: Answ | YESPER AE

15:33:52 ered THERE WAS

(UTC-05:00) MEDICATION

Eastern Time TAKEN

(US & Canada)

Jan-06-2021 ACVOPFEINFPE000 | (0) (4), (0) (6) | Query 3: Open | ClinQuery: Metastatic

20:22:05 ed Lung cancer: please

(UTC-05:00) can you confirm if

Eastern Time subject took any

(US & Canada) medi cation/radiation
treatment as a result
of thisAE?

Jan-05-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 2: Close | Response satisfies

21:08:29 d query

(UTC-05:00)

Eastern Time

(US & Canada)

Jan-05-2021 ACVOPFEINFP6000 | auto query Query 2: Answ | New Information

12:47:52 (autoquery) ered

(UTC-05:00)

Eastern Time

(US & Canada)

Page 435 of 459

FDA-CBER-2021-5683-0799422




090177e196ae4001\Final\Final On: 01-Apr-2021 05:27 (GMT)

Header Text: ¢4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1120

Subject No: 11201266

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

History

Form Status. Data Complete
Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Jan-05-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New Information

12:47:52 (b) (6) Metastatic Lun

(UTC-05:00) g cancer

Eastern Time

(US & Canada)

Jan-05-2021 ACVOPFEINFP6000 | (®) (4), (b) (6) Query 2: Open | SAE RECON:

08:53:30 ed AER#2020490621,the

(UTC-05:00) term was reported as

Eastern Time '‘Metastatic Lung

(US & Canada) cancer'in Safety
database while
recorded as 'Lung
cancer' in AE CRF.
Please confirm
correct term.If safety
update is required,
please submit a
follow-up form.

Dec-18-2020 ACVOPFEINFP6000 |Giselle Query 1: Close | Response satisfies

12:38:58 Castillo d query

(UTC-05:00) (b) (4)

Eastern Time

(US & Canada)

Dec-18-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Answ | SAE follow-up was

09:35:57 (b) (6) ered submitted

(UTC-05:00)

Eastern Time

(US & Canada)

Dec-15-2020 ACVOPFEINFP6000 |Giselle Query 1: Open | Please submit aFU

19:13:28 Cadtillo ed SAE to provide

(UTC-05:00) (b) (4) details regarding

Eastern Time clinical
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(US & Canada) presentation(onset
symptoms), the
workup including
imaging and
treatment. Thank you.

Dec-11-2020 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry

09:44:50 LUNG CANC

(UTC-05:00) ER

Eastern Time

(US & Canada)

4. Start Date Time:

Date L ocation User Value Reason

Dec-11-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

09:44:50 (0) (6) Dec/4/2020 UNK:UNK

(UTC-05:00)

Eastern Time (US

& Canada)

5. Isthe adverse event still ongoing?

*** Confidential***

Date L ocation User Value Reason
Jan-26-2021 ACVOPFEINFP6000 |auto query |Query 1: Closed Close Auto
08:58:37 (autoquery) Query
(UTC-05:00)
Eastern Time (US
& Canada)
Jan-26-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New
08:58:37 (b) (6) NO Information
(UTC-05:00) End Date Time:
Eastern Time (US
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Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
& Canada) Jan/19/2021 UNK:
UNK

Jan-25-2021 ACVOPFEINFP6000 |auto query |Query 1. Opened 'Disposition

16:46:22 (autoquery) Follow-up

(UTC-05:00) formis

Eastern Time (US completed and

& Canada) this Adverse
Event is till
ongoing.
Please review
and update as
appropriate.

Dec-11-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

09:44:50 (0) (6) YES

(UTC-05:00)

Eastern Time (US

& Canada)

6. Toxicity Grade:

Date L ocation User Value Reason

Dec-11-2020 ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry

09:44:50 (0) (6) 4

(UTC-05:00)

Eastern Time (US

& Canada)

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; | npatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; | mportant
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Visit: Logs - Unscheduled
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Site No: 1120

Subject No: 11201266
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Generated By:

History

Form Status. Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date L ocation User Value Reason
Feb-17-2021 ACVOPFEINFP6000 |(b)(4). (®) (6) | Query 2: Closed Response
15:30:16 satisfies query
(UTC-05:00)
Eastern Time (US
& Canada)
Feb-17-2021 ACVOPFEINFP6000 |auto query | Query 2: Answered New
08:31:42 (autoquery) Information
(UTC-05:00)
Eastern Time (US
& Canada)
Feb-17-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New
08:31:42 (0) (6) YES Information
(UTC-05:00) Isthis serious event
Eastern Time (US associated with cong
& Canada) enital anomaly or bi
rth defect?
NO
Did this serious eve
nt result in death?
YES
Did this serious eve
nt require or prolong
hospitalization?
YES
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Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Did this serious eve
nt result in persisten
t or significant disab
ility/incapacity?
NO
Is this serious event
life threatening?
YES
Other medically imp
ortant serious event
NO
Feb-17-2021 ACVOPFEINFP6000 |Balgji Query 2: Opened Outcome of
00:46:10 Prabu R thisAE is
(UTC-05:00) (b) (4) FATAL, but the
Eastern Time (US guestion "Did
& Canada) this serious
event result in
death?' is
answered as
NO. Please
verify and
update as
appropriate.
Else clarify.
Dec-17-2020 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto
03:42:34 (autoquery) Query
(UTC-05:00)
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Site No: 1120 Site Name: (1120) Meridian Clinical Research
Subject No: 11201266 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Eastern Time (US
& Canada)
Dec-11-2020 ACVOPFEINFP6000 |auto query |Query 1. Candidate For AE LUNG
09:44:50 (autoquery) CANCER:
(UTC-05:00) Responseto "ls
Eastern Time (US the adverse
& Canada) event serious?"
is'Yes but
"Serious
Adverse Event
Number" is
blank.
Dec-11-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:44:50 (0) (6) YES
(UTC-05:00) Is this serious event
Eastern Time (US associated with cong
& Canada) enital anomaly or bi
rth defect?
NO
Did this serious eve
nt result in death?
NO
Did this serious eve
nt require or prolong
hospitalization?
YES
Did this serious eve
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Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

nt result in persisten
t or significant disab
ility/incapacity?

NO

Isthis serious event
life threatening?

YES

Other medically imp
ortant serious event

NO

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:44:50 (b) (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:44:50 (0) (6) NOT RELATED

(UTC-05:00) If Not Related to stud

Eastern Time (US y treatment(s), thisev

& Canada) ent isdue to:
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Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
OTHER
If Other, specify:
UNKNOWN
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:44:50 (0) (6) NOT APPLICABLE
(UTC-05:00)
Eastern Time (US
& Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:44:50 (0) (6) YES
(UTC-05:00)
Eastern Time (US
& Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:44:50 (0) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
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13. What was the outcome of this adverse event?:

Date L ocation User Value Reason

Jan-26-2021 ACVOPFEINFP6000 |autoquery |Query 1: Closed Close Auto

08:58:49 (autoquery) Query

(UTC-05:00)

Eastern Time (US

& Canada)

Jan-26-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New

08:58:49 (b) (6) FATAL Information

(UTC-05:00)

Eastern Time (US

& Canada)

Jan-26-2021 ACVOPFEINFP6000 |auto query |Query 1. Opened For AE

08:58:37 (autoquery) Metastatic Lung

(UTC-05:00) cancer:

Eastern Time (US Response to

& Canada) "What was the
outcome of this
adverse event?"'
is'Not
Recovered/Not
Resolved' but
AE End
Date/Timeis
present.

Dec-11-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

09:44:50 (b) (6) NOT RECOVERED/

(UTC-05:00) NOT RESOLVED

Eastern Time (US

& Canada)
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14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason

Mar-12-2021 ACVOPFEINFP6000 | (b) (4). (b) (6) Query 1: Closed Response

16:59:28 satisfies query

(UTC-05:00)

Eastern Time (US

& Canada)

Mar-12-2021 ACVOPFEINFP6000 | auto query Query 1: Answered | Changed

11:15:13 (autoquery) Information

(UTC-05:00)

Eastern Time (US

& Canada)

Mar-12-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Changed

11:15:13 (0) (6) YES Information

(UTC-05:00)

Eastern Time (US

& Canada)

Mar-12-2021 ACVOPFEINFP6000 |(b) (4), (0) (6) | Query 1. Opened CLINQUERY:

02:09:11 'Did the adverse

(UTC-05:00) event cause the

Eastern Time (US subject to be

& Canada) discontinued
from the study?
iISNO, however,
Outcomeis
recorded as
FATAL.

Mar-11-2021 ACVOPFEINFP6000 | (b) (4). (b) (6) Query 1: Candidate | CLINQUERY:

16:04:02 'Did the adverse

(UTC-05:00) event cause the
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Eastern Time (US subject to be

& Canada) discontinued
from the study?
isNO, however,
Outcomeis
recorded as
FATAL.

Dec-11-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

09:44:50 NO

(UTC-05:00)

Eastern Time (US

& Canada)

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason

Dec-17-2020 ACVOPFEINFP6000 |(b) 4. (®)(6) | Data Entry: Initial Entry

03:42:34 2020490621

(UTC-05:00)

Eastern Time (US

& Canada)
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Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason

Nov-03-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Closed Response

07:09:47 satisfies query.

(UTC-05:00)

Eastern Time (US

& Canada)

Nov-02-2020 ACVOPFEINFP6000 | auto query Query 1: Answered | Transcription

16:54:38 (autoquery) Error

(UTC-05:00)

Eastern Time (US

& Canada)

Nov-02-2020 ACVOPFEINFP6000 |(0) (4), (b) (6) |DataEntry: Transcription

16:54:38 Oct/27/2020 Error

(UTC-05:00)

Eastern Time (US

& Canada)

Nov-02-2020 ACVOPFEINFP6000 |Balgi Prabu | Query 1: Opened Asper CRF

10:51:17 R (b) (4) guidelines, the

(UTC-05:00) treatment

Eastern Time (US periodis

& Canada) defined as 1st
vaccination
visit through
the 1-month
post
vaccination
visit after the
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2nd
vaccination.
Please
complete
treatment
disposition
CRF and
update date of
EOT to match
the date the
Visit 3.

Sep-29-2020 ACVOPFEINFP6000 |(b)(4). (b) (6) |DataEntry: Initial Entry

14:16:45 Sep/29/2020

(UTC-05:00)

Eastern Time (US

& Canada)

2. Phase of Disposition:

Date L ocation User Value Reason

Sep-29-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:16:45 (autocalc) | VACCINATION

(UTC-05:00)

Eastern Time (US

& Canada)

3. Status:

Date L ocation User Value Reason

Sep-29-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

14:16:45 (b) (6) COMPLETED

(UTC-05:00)

Eastern Time (US
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Header Text: c4591001

Form Version: 15-Sep-2020 21:55
Site No: 1120

Subject No: 11201266

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: (1120) Meridian Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

& Canada)
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Header Text: c4591001

Visit: Follow-Up - Unscheduled

Form Version: 15-Sep-2020 21:53

Site No: 1120

Subject No: 11201266
(b) (4)

Generated By:

History

Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail

Form Status: Data Complete, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Jan-25-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:46:22 (b) (6) Jan/19/2021
(UTC-05:00)
Eastern Time (US
& Canada)
2. Phase of Disposition:
Date L ocation User Value Reason
Jan-25-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:46:22 (autocalc) | FOLLOW-UP
(UTC-05:00)
Eastern Time (US
& Canada)
3. Status:
Date L ocation User Value Reason
Jan-28-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 2: Closed Response
19:15:34 satisfies query
(UTC-05:00)
Eastern Time (US
& Canada)
Jan-27-2021 ACVOPFEINFP6000 | (b) (4), Query 2: Answered | Updated AE
09:11:29 (b) ()
(UTC-05:00)
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Header Text: c4591001

Visit: Follow-Up - Unscheduled

Form Version: 15-Sep-2020 21:53

Site No: 1120

Subject No: 11201266

History

Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail

Form Status:. Data Complete, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Eastern Time (US

& Canada)

Jan-26-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 2: Opened ClinQuery:

20:02:37 Subject islisted

(UTC-05:00) to have

Eastern Time (US unfortunately

& Canada) passed away,
however, there
isno fatal AE's
listed. Please
review/update
as appropriate.
Thanks

Jan-26-2021 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto

08:52:54 (autoquery) Query

(UTC-05:00)

Eastern Time (US

& Canada)

Jan-25-2021 ACVOPFEINFP6000 | auto query Query 1: Opened 'Response to

16:46:22 (autoquery) 'Status'is

(UTC-05:00) ‘Death’ on

Eastern Time (US Disposition-

& Canada) Folow up, but
'‘Death’' CRF is
not yet
initiated. Please
review and
update as
appropriate.

Jan-25-2021 ACVOPFEINFP6000 |(b)(4), (b) (6) |DataEntry: Initial Entry

16:46:22 DEATH

(UTC-05:00)
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trall
History

Form Version: 15-Sep-2020 21:53 Form Status. Data Complete, Frozen, Verified

Site No: 1120 Site Name: (1120) Meridian Clinical Research

Subject No: 11201266 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Eastern Time (US
& Canada)

090177e196ae4001\Final\Final On: 01-Apr-2021 05:27 (GMT)
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Header Text: c4591001

Visit: Disposition - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1120

Subject No: 11201266
(b) (4)

Generated By:

History

Form: DEATH DETAILS CODED - eCRF Audit Trail

Form Status: Data Complete, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Date of Collection / Notification of Death:

Date L ocation User Value Reason
Feb-09-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response
04:59:31 (0) (6) satisfies query
(UTC-05:00)
Eastern Time (US
& Canada)
Feb-08-2021 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Answered | updated
13:56:24
(UTC-05:00)
Eastern Time (US
& Canada)
Feb-08-2021 ACVOPFEINFP6000 [(b) (4), (b) (6) |Query 1: Reissued: | Please confirm
01:23:30 Opened when data will
(UTC-05:00) be available for
Eastern Time (US data entry.
& Canada)
Feb-05-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answered | CAUSE OF
15:19:24 DEATH IS
(UTC-05:00) UNKNIOWN
Eastern Time (US AT THISTIME
& Canada)
Feb-04-2021 ACVOPFEINFP6000 |Balgji Prabu R | Query 1. Opened Please report
01:51:44 (b) (4) cause of death
(UTC-05:00)
Eastern Time (US
& Canada)

Page 453 of 459

*** Confidential***

FDA-CBER-2021-5683-0799440




090177e196ae4001\Final\Final On: 01-Apr-2021 05:27 (GMT)

Header Text: c4591001

Visit: Disposition - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1120

Subject No: 11201266

History

Form: DEATH DETAILS CODED - eCRF Audit Trail

Form Status:. Data Complete, Frozen, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09
Jan-26-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry
08:52:54 Jan/19/2021
(UTC-05:00)
Eastern Time (US
& Canada)
2.a
Date L ocation User Value Reason
Feb-08-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:56:14 (0)(6) Causeof PRIMARY
(UTC-05:00) Death St CAUSE OF
Eastern Time (US atus.  DEATH
& Canada) Cause of Metastatic L
Death: ung Cancer

2.a Cause of Death Status;
Date L ocation User Value Reason
Feb-08-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:56:14 (b) (6) PRIMARY CAUSE OF
(UTC-05:00) DEATH
Eastern Time (US
& Canada)
2.a Cause of Death:
Date L ocation User Value Reason
Feb-08-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:56:14 (b) (6) M etastatic Lung Cancer
(UTC-05:00)
Eastern Time (US
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Header Text: ¢4591001
Visit: Disposition - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: DEATH DETAILS CODED - eCRF Audit Trail
History

Form Status:. Data Complete, Frozen, Verified
Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

& Canada)
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Header Text: c4591001

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

Site No: 1120

Subject No: 11201266
(b) (4)

Generated By:

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1120) Meridian Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Subject Status

Date L ocation User Value Reason
Jan-25-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:46:22 (autocalc) | DISCONTINUED
(UTC-05:00)
Eastern Time (US
& Canada)
Sep-29-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:16:45 (autocalc) | FOLLOW-UP
(UTC-05:00)
Eastern Time (US
& Canada)
Sep-17-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:59:27 (autocalc) | ENROLLED/RANDO
(UTC-05:00) MIZED
Eastern Time (US
& Canada)
Sep-17-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:57:25 (autocalc) | SCREENED
(UTC-05:00)
Eastern Time (US
& Canada)
2. Subject Status Date
Date L ocation User Value Reason
Jan-25-2021 ACVOPFEINFP6000 | auto calc Data Entry: | Initial Entry
16:46:22 (autocalc) | Jan/19/2021
(UTC-05:00)
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Header Text: c4591001
Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03

Site No: 1120

Subject No: 11201266

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status. Data Complete, Verified

Site Name: (1120) Meridian Clinical Research
Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:09

Eastern Time

(US & Canada)

Dec-17-2020 ACVOPFEINFP6000 |(b) 4. () (®) | Query 2: Clo | Response satisfies query

03:49:57 sed

(UTC-05:00)

Eastern Time

(US & Canada)

Dec-17-2020 ACVOPFEINFP6000 |(b) 4. (®) () | Query 1: Clo | Response satisfies query

03:45:40 sed

(UTC-05:00)

Eastern Time

(US & Canada)

Dec-11-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Ans | UPDATED

09:45:20 (b) (6) wered

(UTC-05:00)

Eastern Time

(US & Canada)

Dec-11-2020 ACVOPFEINFP6000 | (b) (4), Query 2: Ans | UPDATED

09:45:11 (0) (6) wered

(UTC-05:00)

Eastern Time

(US & Canada)

Dec-11-2020 ACVOPFEINFP6000 |(®) 4. (®)(6) |Query2: Op |[SAE

08:22:53 ened RECON:AER#2020490621

(UTC-05:00) Lost of vision Left eye was

Eastern Time reported as seriousin

(US & Canada) Safety database but missing
in AE CRF. Please confirm
and update CRF. If safety
update is required, submit a
follow-up SAE Form.
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1120

Subject No: 11201266

Generated By:  (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status. Data Complete, Verified
Site Name: (1120) Meridian Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:09

Dec-11-2020 ACVOPFEINFP6000 | () @4, (®)(®) | Query 1: Op

08:13:50
(UTC-05:00)
Eastern Time
(US & Canada)

ened

SAE
RECON:AER#2020490621
Lost of vision Left eye was
reported as 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.

Nov-02-2020 ACVOPFEINFP6000 |autocac Data Entry:

Transcription Error

16:54.38 (autocalc) | Oct/27/2020

(UTC-05:00)

Eastern Time

(US & Canada)

Sep-29-2020 ACVOPFEINFP6000 | auto calc Data Entry: | Initial Entry
14:16:45 (autocalc) | Sep/29/2020

(UTC-05:00)

Eastern Time

(US & Canada)

Sep-17-2020 ACVOPFEINFP6000 | auto calc Data Entry: | Initial Entry
10:59:27 (autocalc) | Sep/10/2020

(UTC-05:00)

Eastern Time

(US & Canada)

Sep-17-2020 ACVOPFEINFP6000 | auto calc Data Entry: | Initial Entry
10:57:25 (autocalc) | Sep/10/2020

(UTC-05:00)

Eastern Time

(US & Canada)
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Unscheduled

Site No: 1120

Header Text: c4591001
Visit: Investigator Signature -

Form Version: 22-Apr-2020 21:04

Subject No: 11201266
Generated By:  (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit

Trail History

Form Status: Data Complete, Verified
Site Name: (1120) Meridian Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:09

Back to Form

1. Casebook Signature

Date L ocation User Value Reason
Nov-05-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
15:48:26 (b) (6) Click Here to Enable

(UTC-05:00)

Eastern Time (US

& Canada)
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