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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 10-Oct-2020 16:01
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: COHORT SELECTION

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Cohort Selection

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

*** Confidential***

1. | Select appropriate response - 06 OCT 2020
Protocol version
2. | Select appropriate response - What | STAGE 3 COHORTS
cohort does the subject belong to?
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FDA-CBER-2021-5683-0139863
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 2102
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Oct/21/2020

Page 2 of 629

*** Confidential***
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 15-Sep-2020 21:54
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: DEMOGRAPHY

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

*** Confidential***

Demogr aphy
1. | Subject ID [10131786]
2. | Birth Date: (b) (6)/1955
3. | Sex: FEMALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X al that apply): WHITE
6. | Racial Designation:
Page 3 of 629
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Oct/21/2020
2. | Erroneous Visit
Page 4 of 629

*** Confidential***
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Vis
For

Header Text: c4591001

t: V1 DAY1 VAX1 L
m Version: 10-Oct-2020 16:00

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

*** Confidential***

Inclusion Criteria Not Met
1 Description of Inclusion Criterion | Not Applicable
Not Met
Exclusion Criteria Met
2. Description of Exclusion Not Applicable
Criterion Met
Page 5 of 629
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:52
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: DISPOSITION - SCREENING

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. | Date of Oct/21/2020
Completion/Discontinuation/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [1
Page 6 of 629

*** Confidential***
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 2103
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Medical History Details

La ||| ine/MH Number:

(1]

Disease/Syndrome/Surgery [OBESITY]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1965
Ongoing: YES

1b |1 Line/MH Number: 2]
Disease/Syndrome/Surgery [OBSTRUCTIVE SLEEP APNEA]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1989
Ongoing: YES

1c || Line/MH Number:

(3]

Disease/Syndrome/Surgery [MAJOR DEPRESSIVE DISORDER]
/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/1990

Ongoing: YES

1d Line/MH Number:

(4]

*** Confidential***

Disease/Syndrome/Surgery [SEASONAL ALLERGIES]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1999
Ongoing: YES
Page 7 of 629
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

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

Start Date; UNK/UNK/1999
Ongoing: YES

L1 || Line/MH Number: [6]
Disease/Syndrome/Surgery [POSTMENOPAUSAL]
/Non-Drug Allergies/Drug
Allergies:

Start Date; UNK/UNK/1999
Ongoing: YES

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

Start Date; UNK/UNK/2009
Ongoing: YES

1h |} Line/MH Number: 8]
Disease/Syndrome/Surgery [GASTROESOPHAGEAL REFLUX DISEASE]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/2009
Ongoing: YES

Li || Line/MH Number: [9]
Disease/Syndrome/Surgery [HY PERTENSION]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/2009
Ongoing: YES
Page 8 of 629

*** Confidential***
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*** Confidential***

Header Text: c4591001
Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject No: 10131786 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21
L || Line/MH Number: [10]

Disease/Syndrome/Surgery [LOWER BACK PAIN (LUMBAR)]

/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/2013

Ongoing: YES
1k || Line/MH Number: [11]

Disease/Syndrome/Surgery [GOUT]

/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/2016

Ongoing: YES
LI || Line/MH Number: [12]

Disease/Syndrome/Surgery [GENERALIZED ANXIETY DISORDER]

/Non-Drug Allergies/Drug

Allergies:

Start Date; Jul/UNK/2016

Ongoing: YES
Lm|/ | ine/MH Number: [13]

Disease/Syndrome/Surgery [PERCUTANEOUS CURONARY INTERVENTION]

/Non-Drug Allergies/Drug

Allergies:

Start Date: May/1/2018

Ongoing: NO

End Date:
May/1/2018
Page 9 of 629
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: GENERAL MEDICAL HISTORY
Form Status. Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

1n ! Line/MH Number: [14]
Disease/Syndrome/Surgery [STENT PLACEMENT IN RIGHT CORONARY ARTERY]
/Non-Drug Allergies/Drug
Allergies:
Start Date: May/1/2018
Ongoing: NO
End Date:
May/1/2018
10|/ Line/MH Number: [15]

Disease/Syndrome/Surgery [MYOCARDIAL INFARCTION]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jun/23/2019
Ongoing: NO
End Date:
Jun/23/2019
Page 10 of 629
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:57
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: HIV STATUS

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

HIV Status

1. | Select appropriate response - What
isthe subject HIV status?

The subject is NOT known to be HIV POSITIVE

*** Confidential***

Page 11 of 629
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 10-Oct-2020 16:04
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: VITAL SIGNS- BASELINE

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs
1. |Date: Oct/21/2020
2. | Weight: [95.9]
3. | Unit: kg
4. | Height: [167.6]
5. | Unit: cm
6. | Body Mass Index: [34.1]
Vital Signs Details
7a|| Record | dentifier: 1
Temperature: [36.7]
Unit: Cc
Temperature L ocation: ORAL CAVITY
Page 12 of 629
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 10-Oct-2020 15:58
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

*** Confidential***

Lab Urinalysis
1. [LabPand: Not Applicable Comments
2. | Lab Sub-Pand: Not Applicable Comments
3. | Collection Date: Not Applicable Comments
I
4. | Laboratory Name and Address Not Applicable Comments
(Derived)
[]
5. | Specimen Type: Not Applicable Comments
Lab Result
6.a Sponsor ID: Not Applicable Comments
[]
Test: Not Applicable
Choriogonadotropin Beta PX113
Resullt: Not Applicable Comments
Not Done: Not Applicable Comments
Page 13 of 629
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 2103
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: RANDOMIZATION

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition
1. | Randomization Date : Oct/21/2020
2. | Randomization Number: [271797]
3. | Randomization Group: [1
Page 14 of 629

*** Confidential***
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 2103
Site No: 1013

Subject No: 10131786

Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Oct/21/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52| samplelD [BRC8M4]
5P| sampleID [BRC8MS5]
5C || sampleID [BRCSM6]
5d || sample 1D [BSHPKR]
5€|| sampleID [BSHPKS]
Page 15 of 629
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 2103
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Oct/21/2020
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sampleID [BRITH3]
Page 16 of 629

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21.04
Site No: 1013

Subject No: 10131786

Generated By: pfelevissc

Form: VACCINATION

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

*** Confidential***

Vaccination

1. [ Wasthere atemporary delay of NO
vaccination?

2. | Treatment Name [BLINDED THERAPY]

3. | Formulation: INJECTION

4. | Dose Date Time: Oct/21/2020 11:22

5. [ Anatomical Location: DELTOID MUSCLE

6. | Body Side: LEFT

7. | Route: INTRAMUSCULAR

8. | Actual Dose: [1

9. [Unit:

10. | Timeframe Subject Was Observed | THE PROTOCOL SPECIFIED OBSERVATION PERIOD

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

Page 17 of 629
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: REACTOGENICITY DIARY

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. | Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS SUBJECT

Page 18 of 629
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Nov/12/2020
2. | Erroneous Visit
Page 19 of 629
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 10-Oct-2020 16:01
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: VITAL SIGNS- TEMP

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs
1. | Date: Nov/12/2020
Vital Signs Details
2.:a|| Record Identifier: 1
Temperature: [35.9]
Unit: C
Temperature Location: ORAL CAVITY
Page 20 of 629
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 10-Oct-2020 15:58
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

*** Confidential***

Lab Urinalysis
1. [LabPand: Not Applicable Comments
2. | Lab Sub-Pand: Not Applicable Comments
3. | Collection Date: Not Applicable Comments
I
4. | Laboratory Name and Address Not Applicable Comments
(Derived)
[]
5. | Specimen Type: Not Applicable Comments
Lab Result
6.a Sponsor ID: Not Applicable Comments
[]
Test: Not Applicable
Choriogonadotropin Beta PX113
Resullt: Not Applicable Comments
Not Done: Not Applicable Comments
Page 21 of 629
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 2103
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Nov/12/2020
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sampleID [BRITRG]
Page 22 of 629
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21.04
Site No: 1013

Subject No: 10131786

Generated By: pfelevissc

Form: VACCINATION

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

*** Confidential***

Vaccination

1. [ Wasthere atemporary delay of NO
vaccination?

2. | Treatment Name [BLINDED THERAPY]

3. | Formulation: INJECTION

4. | Dose Date Time: Nov/12/2020 15:03

5. [ Anatomical Location: DELTOID MUSCLE

6. | Body Side: LEFT

7. | Route: INTRAMUSCULAR

8. | Actual Dose: [1

9. [Unit:

10. | Timeframe Subject Was Observed | THE PROTOCOL SPECIFIED OBSERVATION PERIOD

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

Page 23 of 629
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:02
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Dec/10/2020
2. | Erroneous Visit
Page 24 of 629
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Header Text: c4591001

Visit: V3_MONTH1 POSTVAX2 L
Form Version: 22-Apr-2020 2103
Site No: 1013

Subject No: 10131786

Generated By: pfelevissc

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Status: Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES

Date of Collection:

Dec/10/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52| samplelD [BRHWPR]
5P| sampleID [BRHWPS]
5C || sampleID [BRHWPT]
5d || sample 1D [BS3859]
5€|| sampleID [BS385B]
Page 25 of 629
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET
on Feb/08/2021

Form Version: 22-Apr-2020 21:03

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. | Dateof Visit Feb/8/2021

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 IllIness Visit: COVID_A
Page 26 of 629
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Header Text: c4591001

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

on Feb/08/2021

Form Version: 14-Jan-2021 02:23
Site No: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form Status. Data Complete, Answered Queries

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Feb/8/2021 Comments
2. | Date of First Symptom Started: Feb/2/2021 Comments
3. | Symptoms Ongoing? NO Comments
Date of Last Symptom Resolved:
Feb/2/2021
Symptoms
4a|| symptoms: FEVER
Was symptom present? NO Comments
4b || symptoms: NEW OR INCREASED COUGH
Was symptom present? NO Comments
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO Comments
4d || symptoms: CHILLS
Was symptom present? NO Comments
4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO Comments
4 Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO Comments
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO Comments
4h || symptoms: DIARRHEA
Was symptom present? YES Comments
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Header Text: c4591001

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

on Feb/08/2021

Form Version: 14-Jan-2021 02:23
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form Status: Data Complete, Answered Queries

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

41 || symptoms: VOMITING
Was symptom present? NO Comments
Symptoms - Other
S, Symptoms - Other Text: [
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:54
Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

Form: MICROBIOLOGY SPECIMEN

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

*** Confidential***

4 Date of Collecti | Specimen Ty | Specimen C_ollectlon Loc | Assay Codg and Descrip | Device Ty Form I nstance
on pe ation tion pe
1. | Not Done Not Done Not Done Not Done Not Done Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN
on Feb/08/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

1. | Actual Date of Collection: Not Done Comments
1
2. | Specimen Type: Not Done Comments
3. | Specimen Collection Location: Not Done Comments
4. | Assay Code and Description: Not Done Comments
5. | Device Type: Not Done Comments
6. | Trade Name: Not Done Comments
7. | Test Result: Not Done Comments
8. | Commentg/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 Feb/08/2021

Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin Not Applicable Comments
2. | Sample Type Not Applicable Comments
3. | Sample Collected? Not Applicable Comments
4. | If no sample was collected or Not Applicable Comments
sample was not collected according
to protocol, please providereason: | [1]
Aliquot
Please enter barcode for each aliquot.
Sa|| sampleID Not Applicable
[]
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Header Text: c4591001

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

on Feb/08/2021

Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin Not Applicable Comments
2. | Sample Type Not Applicable Comments
3. | Sample Collected? Not Applicable Comments
4. | If no sample was collected or Not Applicable Comments
sample was not collected according
to protocol, please providereason: | [1]
Aliquot
Please enter barcode for each aliquot.
5 Sample ID Not Applicable
[]
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION

on Feb/08/2021

Form Version: 14-Jan-2021 02:24 Form Status. Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Health Care Utilization

1a|| physician or Healthcare SPECIALIST
Professional:

Occurrence of Visitsor Contacts. | NO

Lb || physician or Healthcare EMERGENCY ROOM
Professional:

Occurrence of Visitsor Contacts. | YES
Number of Visits or Contacts:

(1]

1.¢ || Physician or Hedlthcare PRIMARY CARE PHYSICIAN
Professional:

Occurrence of Visits or Contacts. | NO

Ld || physician or Hedlthcare URGENT CARE
Professional:

Occurrence of Visits or Contacts. | NO

1.€ || Physician or Hedlthcare TELEPHONE CONSULTATION
Professional:

Occurrence of Visits or Contacts. | NO

1f Physician or Healthcare OTHER
Professional:

Occurrence of Visits or Contacts; | NO

Health Care Utilization Other

2. | Other Type of Practitioner Specify: |[]

Health Care Utilization

3. | Hasthe subject been hospitalized NO
due to potential COVID-19 illness?
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:53
Site No: 1013
Subject No: 10131786

Generated By: pfelevissc

Form: RESPIRATORY TREATMENT

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Treatment | denti

Con Non-Drug Treatments Pre-s

# ) - Treatment Treatment Start Date | Form Instance
fier pecified
1. | Not Applicable Not Applicable Not Applicab | Not Applicab | Not Applicab Repeating
le le le Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT
on Feb/08/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

*** Confidential***

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

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

Pre-specified:

3. | Treatment: Not Applicable Comments

4. | Treatment: Not Applicable Comments
[]

5. | Start Date: Not Applicable Comments
1

6. | Ongoing? Not Applicable Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 06-Jul-2020 21:52
Site No: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: ILLNESS DETAILS

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

2. | Was adiagnosis obtained for NO
Potential COVID-19 IlIness?
3. | Toxicity Grade: 3
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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: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:21

4 Category of (':Imlcal Event | Subcategory o{ Clinical Even Dlagnos(jObtame Toxmlté/ Grad Form Instance

1. | Not Applicable Not Applicable Not Applicable Not Applicable | Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE
on Feb/08/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event: Not Applicable Comments

2. | Subcategory of Clinical Event: Not Applicable Comments

3. | Was adiagnosis obtained? Not Applicable Comments

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

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

Visit: POT_COVID_ILL 1
Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

*** Confidential***

4 Category for La | Vendor N Collect!on Specimen L ab Result Form Instanc
b Test ame Date: Type e
1. | Not Done Not Done | Not Done Not Done Sponsor-Defined | et | Result: Repeating
dentifier ' ' Pages
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Back to Form
Form Comments
eCRF Audit Trail History

Lab Chemistry Details

1. | Lab Pand: Not Done Comments
2. | Laboratory Name and Address Not Done Comments
[
3. | Collection Date: Not Done Comments
I
4. | Specimen Type: Not Done Comments
Lab Result
5a Sponsor ID: Not Done Comments
[]
Test: C Reactive Protein_PX329
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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*** Confidential***

Header Text: ¢4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Feb/08/2021
Form Version: 10-Oct-2020 15:58 Form Status. Data Complete, Frozen
SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject No: 10131786 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:21
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
5¢ Sponsor ID: Not Done Comments
[]
Test: Aspartate Aminotransferase_PX28
Resullt: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfelevissc

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

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

Se Sponsor ID: Not Done Comments

[]

Test: Bilirubin_PX21

Resullt: Not Done Comments
[]

Not Done: Not Done Comments

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

Header Text: ¢4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Feb/08/2021
Form Version: 10-Oct-2020 15:58 Form Status. Data Complete, Frozen
SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject No: 10131786 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:21
S5t 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
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 Version: 10-Oct-2020 16:02

Site No: 1013
Subject No: 10131786

Generated By: pfelevissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

4 Category for | Vendor Name (D | Collection | Specimen L ab Result Form Instanc
Lab Test ERIVED) Date: Type e
1. | Not Done Not Done Not Done | Not Done Sponsor-Defined Teqt Result Repeating
Identifier o Pages
Not Done Not D [NotD
one one
Not Done Not D [NotD
one one
Not Done Not D |[NotD
one one
Not Done Not D |[NotD
one one
Not Done Not D [NotD
one one
Not Done Not D [NotD
one one
Not Done Not D [NotD
one one
Not Done Not D [NotD
one one
Not Done Not D [NotD
one one
Not Done Not D [NotD
one one
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Header Text: c4591001

on Feb/08/2021

Form Version: 10-Oct-2020 16:02
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Back to Form
Form Comments
eCRF Audit Trail History

Laboratory Data Hematology

*** Confidential***

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 10-Oct-2020 16:02
SiteNo: 1013

Subject No: 10131786
Generated By: pfelevissc

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

5b Sponsor ID: Not Done Comments

[]

Test: Hematocrit_ PX2

Result: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit

5¢ Sponsor ID: Not Done Comments

[]

Test: Erythrocytes PX3

Resullt: Not Done Comments
[]

Not Done: Not Done Comments

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

Header Text: ¢4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Feb/08/2021
Form Version: 10-Oct-2020 16:02 Form Status. Data Complete, Frozen
SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject No: 10131786 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:21
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
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 Feb/08/2021

Form Version: 10-Oct-2020 16:02
SiteNo: 1013

Subject No: 10131786
Generated By: pfelevissc

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

S5t Sponsor ID: Not Done Comments
[]
Test: Neutrophils PX608
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
59 Sponsor ID: Not Done Comments
[]
Test: Eosinophils_PX609
Resullt: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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*** Confidential***

Header Text: ¢4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Feb/08/2021
Form Version: 10-Oct-2020 16:02 Form Status. Data Complete, Frozen
SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject No: 10131786 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:21
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
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 Feb/08/2021

Form Version: 10-Oct-2020 16:02
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

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: 10-Oct-2020 15:59
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: VITAL SIGNS- COVID

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

# Date: Vital Signs Details Form Instance
1. | Not Done Record | dentifier: systalic: Diagtolic: Repeating Pages
Not Done Not Done Not Done

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS - COVID

on Feb/08/2021

Form Version: 10-Oct-2020 15:59
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

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

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 16:04
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

*** Confidential***

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

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

on Feb/08/2021

Form Version: 10-Oct-2020 16:04
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs
1. | Date: Not Done Comments
1
Vital Signs Details
2.a || Record Identifier: Not Done
1
SPO2 Pulse Oximetry % Not Done Comments
[]
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Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:52
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: OXY GENATION PARAMETERS

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

*** Confidential***

# | Date Time of Assessment | Arterial Blood GasesPaO2 | FiO2 (Fraction of Inhaled Oxygen) | Form Instance
1. | Not Applicable Not Applicable Not Applicable Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: OXYGENATION PARAMETERS

on Feb/08/2021

Form Version: 06-Jul-2020 21:52
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

1. | Date Time of Assessment: Not Applicable Comments
1

2. | Arteria Blood Gases PaO2 Not Applicable Comments

(mmHg):

[]

3. | FiO2 (Fraction of Inhaled Oxygen): | Not Applicable Comments
[]
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Header Text: c4591001

Site No: 1013
Subject No: 10131786

Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:55

Generated By: pfelevissc

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

*** Confidential***

Sponsor-Defined | | Category for Me | Concomitant Medications P | Name of Medi Form Instanc
# s . s X Start Date
dentifier dication re-specified cation e
1. | Not Applicable Not Applicable Not Applicable Not Applicable | Not Applic Repeating
able Pages
Page 57 of 629

FDA-CBER-2021-5683-0139919




090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 06-Jul-2020 21:55
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form Status. Data Complete, Frozen

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant Medications

1. [ What isthe medication identifier? | Not Applicable Comments
[]
2. | Category: Not Applicable Comments
3. | Concomitant Medications Not Applicable Comments
Pre-specified:
4. | Medication: Not Applicable Comments
Provide the complete genericdrug | [ ]
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).
5. | Start Date: Not Applicable Comments
I
6. | Ongoing? Not Applicable Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject No: 10131786 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:21

# | Date of Assessment L ocation of Assessment Imaging Method | Overall Assessment Form Instance

1. | Not Applicable Not Applicable Not Applicable Not Applicable Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING

on Feb/08/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

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

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET
on Feb/26/2021

Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

*** Confidential***

Date of Visit

1. | Date of Visit Feb/26/2021

2. | Erroneous Visit

COVID-19 llIness Visit

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

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19
on Feb/26/2021

Form Version: 20-Feb-2021 02:17

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Feb/26/2021
2. | Date of First Symptom Started: Jan/30/2021
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Feb/26/2021
Symptoms
4a|| symptoms: FEVER
Was symptom present? NO
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? YES
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? YES
4d || symptoms: CHILLS
Was symptom present? NO
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
4h || symptoms: DIARRHEA
Was symptom present? YES
4 || symptoms: VOMITING
Was symptom present? NO
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Header Text: c4591001

on Feb/26/2021

Form Version: 20-Feb-2021 02:17
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Symptoms - Other

5a|| symptoms - Other Text:

[FATIGUE]

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:54
Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

Form: MICROBIOLOGY SPECIMEN

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

4 Date qf Collect | Specimen Ty | Specimen C_ollectlon Loc | Assay Codg and Descri Device Type | Form Instance
ion pe ation ption
1. | Not Applicable | Not Applicab | Not Applicable Not Applicable Not Applicab Repeating
le le Pages
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Header Text: c4591001

on Feb/26/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

*** Confidential***

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

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

on Feb/26/2021

Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin

SITE

Sample Type

NASAL_SWAB_SELF

NO

2
3. | Sample Collected?
4

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

[COLLECTED AT SITE VISIT]

Aliquot

Please enter barcode for each aliquot.

5 Sample ID

[]
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
on Feb/26/2021

Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Feb/26/2021
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sampleID [BR64JC]
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HEALTH CARE UTILIZATION
on Feb/26/2021

Form Version: 20-Feb-2021 02:19
Site No: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Health Care Utilization

la

Physician or Healthcare SPECIALIST
Professional:
Occurrence of Visitsor Contacts. | NO
Lb || physician or Healthcare EMERGENCY ROOM
Professional:
Occurrence of Visitsor Contacts. | YES
Number of Visits or Contacts:
(2
1.¢ || Physician or Hedlthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visits or Contacts. | NO
Ld || physician or Hedlthcare URGENT CARE
Professional:
Occurrence of Visits or Contacts. | NO
1.€ || Physician or Hedlthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visits or Contacts. | NO
1f Physician or Healthcare OTHER
Professional:
Occurrence of Visits or Contacts. | NO
Health Care Utilization Other
2. | Other Type of Practitioner Specify: |[]
Health Care Utilization
3. | Hasthe subject been hospitalized NO
due to potential COVID-19 illness?
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:53
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: RESPIRATORY TREATMENT

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Treatment | denti

Con Non-Drug Treatments Pre-s

*** Confidential***

# ) - Treatment Treatment Start Date | Form Instance
fier pecified
1. | Not Applicable Not Applicable Not Applicab | Not Applicab | Not Applicab Repeating
le le le Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: RESPIRATORY TREATMENT
on Feb/26/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

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

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

Pre-specified:

3. | Treatment: Not Applicable Comments

4. | Treatment: Not Applicable Comments
[]

5. | Start Date: Not Applicable Comments
1

6. | Ongoing? Not Applicable Comments
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Header Text: c4591001

on Feb/26/2021

Form Version: 06-Jul-2020 21:52
Site No: 1013

Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form: ILLNESS DETAILS

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

*** Confidential***

2. | Was adiagnosis obtained for NO
Potential COVID-19 IlIness?
3. | Toxicity Grade: 2
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Visit: POT_COVID_ILL 2 Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:21

4 Category of (':Imlcal Event | Subcategory o{ Clinical Even Dlagnos(jObtame Toxmlté/ Grad Form Instance

1. | Not Applicable Not Applicable Not Applicable Not Applicable | Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE
on Feb/26/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

*** Confidential***

IlIness Details

1. | Category of Clinical Event: Not Applicable Comments

2. | Subcategory of Clinical Event: Not Applicable Comments

3. | Was adiagnosis obtained? Not Applicable Comments

4. | Toxicity Grade: Not Applicable Comments
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Header Text: c4591001
Visit: POT_COVID_ILL 2
Form Version: 10-Oct-2020 15:58

Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Category f Collect | Speci
# |or Lab Tes Vendor Name ionDa | menT Lab Result Forr:clensta
t te: ype
1. |CLINICA | ORLANDO REGIONAL MEDICA | Feb/26 | BLOO Sponsor-D Repeating
L CHEMIS | L CENTER, 1414 KUHL AVE. OR | /2021 D efined 1 de Test: Res Pages
TRY LANDO, FL 32806 ntifier ult:
329 C ReactivePr | 1.0
otein_PX329
30 Alanine Amin |12
otransferase_
PX30
28 Aspartate Am |15
inotransferase
_PX28
35 Alkaline Phos | 70
phatase PX3
5
21 Bilirubin_PX |0.3
21
47 Blood UreaN |17
itrogen_PX47
438 Creatinine P |1.1
X48 3
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Header Text: c4591001

on Feb/26/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

*** Confidential***

1. | Lab Panel: CLINICAL CHEMISTRY
2. | Laboratory Name and Address [ORLANDO REGIONAL MEDICAL CENTER, 1414 KUHL AVE. ORLANDO,
FL 32806]
3. | Collection Date: Feb/26/2021
4. | Specimen Type: BLOOD
Lab Result
Sa|| sponsor ID: [329]
Test: C Reactive Protein_PX329
Result: [1.0]
Not Done:
LNMT Low
[]
High
[9.9]
Unit
mg/L
5B || sponsor ID: [30]
Test: Alanine Aminotransferase_PX30
Resullt: [12]
Not Done:
LNMT Low
[7]
High
[52]
Unit
U/L
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

on Feb/26/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfelevissc

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

5-¢ || sponsor 1D: [28]
Test: Aspartate Aminotransferase_PX28
Resullt: [15]
Not Done:
LNMT Low
[13]
High
[39]
Unit
uU/L
5d Sponsor ID: [35]
Test: Alkaline Phosphatase PX35
Result: [70]
Not Done:
LNMT Low
[34]
High
[104]
Unit
U/L
5€ || sponsor ID: [21]
Test: Bilirubin_PX21
Result: [0.3]
Not Done:
LNMT Low
[0.3]
High
[1.0]
Unit
mg/dL
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Feb/26/2021
Form Version: 10-Oct-2020 15:58 Form Status. Data Complete, Frozen
SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject No: 10131786 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:21
S5t Sponsor ID: [47]
Test: Blood Urea Nitrogen_PX47
Resullt: [17]
Not Done:
LNMT Low
[7]
High
[25]
Unit
mg/dL
59 || sponsor ID: [48]
Test: Creatinine_PX48
Result: [1.13]
Not Done:
LNMT Low
[0.60]
High
[1.20]
Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 10-Oct-2020 16:02

Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Category Collect | Specim Form Insta
# |forLabT Vendor Name (DERIVED) ion Dat | en Typ Lab Result nce
est e e
1. |HEMATO | ORLANDO REGIONAL MEDICAL |Feb/26/ | BLOO Sponsor-De Repeating
LOGY CENTER, 1414 KUHL AVE. ORLAN | 2021 |D fined Identi | Tes: | RES Pages
DO, FL 32806 fier ult:
1 Hemoglo |11.
bin_ PX1 |8
2 Hematocr | 39.
it_ PX2 4
3 Erythrocy |4.3
tes PX3 |9
5 Platelets | 210
PX5
7 Leukocyt |6.1
es PX7
608 Neutrophi | 3.4
Is PX608
609 Eosinophi | 0.2
Is PX609
612 Monocyte | 0.4
s PX612
610 Basophils | 0.0
_PX610
611 Lymphoc |2.1
ytes PX6
11
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Header Text: c4591001

on Feb/26/2021

Form Version: 10-Oct-2020 16:02
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

*** Confidential***

1. | Lab Pand: HEMATOLOGY
2. | Laboratory Name and Address [ORLANDO REGIONAL MEDICAL CENTER, 1414 KUHL AVE. ORLANDO,
FL 32806]
3. | Collection Date: Feb/26/2021
4. | Specimen Type: BLOOD
Lab Result
Sa|| sponsor ID: [1]
Test: Hemoglobin_PX1
Result: [11.8]
Not Done:
LNMT Low
[11.4]
High
[14.7]
Unit
g/dL
5b Sponsor ID: [2]
Test: Hematocrit_PX2
Resullt: [39.4]
Not Done:
LNMT Low
[34.3]
High
[45.5]
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology

on Feb/26/2021

Form Version: 10-Oct-2020 16:02
SiteNo: 1013

Subject No: 10131786
Generated By: pfelevissc

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

5-¢ || sponsor 1D: [3]
Test: Erythrocytes PX3
Resullt: [4.39]
Not Done:
LNMT Low
[3.75]
High
[5.00]
Unit
10"6/cu mm
5d Sponsor ID: [5]
Test: Platelets PX5
Result: [210]
Not Done:
LNMT Low
[139]
High
[361]
Unit
10"3/uL
5€ || sponsor ID: [7]
Test: Leukocytes PX7
Result: [6.1]
Not Done:
LNMT Low
[4.4]
High
[10.5]
Unit
10"3/uL
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Feb/26/2021
Form Version: 10-Oct-2020 16:02 Form Status. Data Complete, Frozen
SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject No: 10131786 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:21
5f Sponsor 1D: [608]
Test: Neutrophils PX608
Resullt: [3.4]
Not Done:
LNMT Low
[1.5]
High
[7.5]
Unit
10"3/uL
59 || sponsor ID: [609]
Test: Eosinophils_PX609
Result: [0.2]
Not Done:
LNMT Low
[0.0]
High
[0.5]
Unit
10"3/uL
SN || sponsor ID: [612]
Test: Monocytes PX612
Result: [0.4]
Not Done:
LNMT Low
[0.0]
High
[0.8]
Unit
10"3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology

on Feb/26/2021

Form Version: 10-Oct-2020 16:02
SiteNo: 1013

Subject No: 10131786
Generated By: pfelevissc

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

5i Sponsor 1D: [610]
Test: Basophils_PX610
Resullt: [0.0]
Not Done:
LNMT Low
[0.0]
High
[0.2]
Unit
10"3/uL
5J || sponsor ID: [611]
Test: Lymphocytes PX611
Result: [2.1]
Not Done:
LNMT Low
[1.0]
High
[4.8]
Unit
10"3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 10-Oct-2020 15:59
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: VITAL SIGNS- COVID

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

*** Confidential***

# Date: Vital Signs Details Form Instance
1. | Fen/26/2021 Record | dentifier: systalic: Diagtolic: Repesting Pages
128 82
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS - COVID

on Feb/26/2021

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

SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. | Date: Feb/26/2021

Vital Signs Details

090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

2. || Record | dentifier: 1
Systolic: [128]
Diastolic: [82]
Respiratory Rate in [17]
respirations/minute:
Heart Rate in beats/minute: [61]
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 10-Oct-2020 16:04
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

*** Confidential***

# Date: Vital Signs Details Form Instance
1. | Feb/26/2021 Record | dentifier: Oxygen Saturation Repeating Pages
1 99.0
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR
on Feb/26/2021

Form Version: 10-Oct-2020 16:04 Form Status. Data Complete, Frozen

SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. | Date: Feb/26/2021

Vital Signs Details

2.2 || Record Identifier: 1

SPO2 Pulse Oximetry % [99.0]

090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)
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Header Text: c4591001
Visit: POT_COVID_ILL 2
Form Version: 06-Jul-2020 21:52
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: OXY GENATION PARAMETERS

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

*** Confidential***

# | Date Time of Assessment | Arterial Blood GasesPaO2 | FiO2 (Fraction of Inhaled Oxygen) | Form Instance
1. | Not Applicable Not Applicable Not Applicable Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: OXYGENATION PARAMETERS

on Feb/26/2021

Form Version: 06-Jul-2020 21:52
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

1. | Date Time of Assessment: Not Applicable Comments
1

2. | Arteria Blood Gases PaO2 Not Applicable Comments

(mmHg):

[]

3. | FiO2 (Fraction of Inhaled Oxygen): | Not Applicable Comments
[]
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Header Text: c4591001

Site No: 1013
Subject No: 10131786

Visit: POT_COVID_ILL 2
Form Version: 06-Jul-2020 21:55

Generated By: pfelevissc

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

*** Confidential***

Sponsor-Defined | | Category for Me | Concomitant Medications P | Name of Medi Form Instanc
# s . s X Start Date
dentifier dication re-specified cation e
1. | Not Applicable Not Applicable Not Applicable Not Applicable | Not Applic Repeating
able Pages
Page 89 of 629

FDA-CBER-2021-5683-0139951




090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

Form Version: 06-Jul-2020 21:55
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form Status. Data Complete, Frozen

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant Medications

1. [ What isthe medication identifier? | Not Applicable Comments
[]
2. | Category: Not Applicable Comments
3. | Concomitant Medications Not Applicable Comments
Pre-specified:
4. | Medication: Not Applicable Comments
Provide the complete genericdrug | [ ]
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).
5. | Start Date: Not Applicable Comments
I
6. | Ongoing? Not Applicable Comments
Page 90 of 629
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject No: 10131786 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:21

# | Date of Assessment L ocation of Assessment Imaging Method | Overall Assessment Form Instance

1. | Not Applicable Not Applicable Not Applicable Not Applicable Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: IMAGING

on Feb/26/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Imaging
1. | Date of Assessment: Not Applicable Comments
1
2. | Location of Assessment: Not Applicable Comments
3. | Type of Imaging Exam: Not Applicable Comments
4. | Assessment: Not Applicable Comments
Page 92 of 629
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Feb/26/2021

Form Version: 22-Apr-2020 21:04
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Feb/26/2021
2. | Erroneous Visit ERRONEOUSVISIT

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit: COVID_A1

Page 93 of 629
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Feb/26/2021

Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin Not Applicable Comments
2. | Sample Type Not Applicable Comments
3. | Sample Collected? Not Applicable Comments
4. | If no sample was collected or Not Applicable Comments
sample was not collected according
to protocol, please providereason: | [1]
Aliquot
Please enter barcode for each aliquot.
5 Sample ID Not Applicable
[]
Page 94 of 629
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Header Text: c4591001

Unscheduled Visit

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form Version: 10-Oct-2020 15:57

Visit: POT_COVID_REPEAT_SWAB - New

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. | Date of Visit

1"

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repeat Swab:

*** Confidential***

Page 95 of 629

FDA-CBER-2021-5683-0139957




090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status. Not Started

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aiquot.

5. || sampleID [
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Header Text: c4591001
Visit: Logs

Site No: 1013
Subject No: 10131786

Generated By: pfelevissc

Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Feb/6/2021 UNK:UNK

4 Category AE !den'u Adverse Event Start Date IstheAdversg Event Still | Form Instanc
fier Ongoing e
1. |ADVERSEEV |1 SYNCOPAL EPISO | Jan/30/2021 UNK: [ NO Repeating
ENT DE UNK End Date Time: Pages
Feb/1/2021 UNK:UNK
2. | ADVERSEEV |2 COVID-19 PNEUM | Feb/2/2021 UNK: [NO Repeating
ENT ONIA UNK End Date Time: Pages

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status. Data Complete

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adver se Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

(1]

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

[SYNCOPAL EPISODE]

4, | Start Date Time:

Jan/30/2021 UNK:UNK

5. | Isthe adverse event still ongoing? | NO
End Date Time:
Feb/1/2021 UNK:UNK
6. | Toxicity Grade: 3
7. | Isthe adverse event serious? YES
Isthis serious event associated with congenital anomaly or birth defect?
If Yes, NOTIFY PFIZER NO

IMMEDIATELY.

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

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?

YES

Did this serious event result in persistent or significant disability/incapacity?

NO

Isthis serious event life threatening?
NO

Other medically important serious event
NO

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

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

NO

Page 98 of 629
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete
SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject No: 10131786 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:21
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 Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication YES
given?

12. | Was aNon-Drug Treatment given? | NO

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

14. | Did the adverse event cause the NO
subject to be discontinued from the
study?

15. | Serious Adverse Event Number: [2021101810]
For Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Queries

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [COVID-19 PNEUMONIA]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Feb/2/2021 UNK:UNK
5. | Isthe adverse event still ongoing? | NO
End Date Time;
Feb/6/2021 UNK:UNK
6. | Toxicity Grade: 3
7. | Isthe adverse event serious? YES
Isthis serious event associated with congenital anomaly or birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.
) ) ) Did this serious event result in death?
Fatal; Life-threatening; Inpatient NO
hospitalization or prolongation of
existing hospitalization; Persistent s . . ol o
or significant disability/incapacity- sllg sthls serious event require or prolong hospitalization?
Congenital anomaly/birth defect;
Important medical event (i.e. may o . . . - A .
jeopardize subject and may require Dlg this serious event result in persistent or significant disability/incapacity?
medical/surgical intervention to N
prevent above outcomes).
Isthis serious event life threatening?
NO
Other medically important serious event
NO
8. | Isthisadverse event theresult of a | NO
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.
Page 100 of 629
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Queries
SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject No: 10131786 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:21
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 Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication YES
given?

12. | Was aNon-Drug Treatment given? | NO

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

14. | Did the adverse event cause the NO
subject to be discontinued from the
study?

15. | Serious Adverse Event Number: [2021132689]
For Pfizer Use Only
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Header Text: c4591001

Visit: Logs

Form Version: 17-Jul-2020 21:54

Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: MEDICATION ERROR

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Catego | Medication Er | Start Da | Isthe medication error Still O | Study Medication Errors
# . . Form Instance
ry ror te ngoing Action
1 Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled Form: MEDICATION ERROR
Form Version: 17-Jul-2020 21:54 Form Status: Not Started
SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject No: 10131786 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:21
Back to Form
Medication Error
1. | Category:
2. | Medication Error (Type of [1
Medication Error):
3. | Start Date: 1
4. | Isthe medication error still
ongoing?
5. | Latest Action Taken with Study
Treatment:
6. | Was a Concomitant Medication
given?
7. | Was aNon-Drug Treatment given?
8. | Did the Medication Error cause the
subject to be discontinued from the
study?
9. | Wasthis medication error
associated with any adverse events?
10. | Serious Adverse Event Number: [1
For Pfizer Use Only
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Header Text: c4591001
Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

4 Sponsor-Defined | Category for M | Concomitant Medication | Nameof Me | Start | Form Instanc
Identifier edication s Pre-specified dication Date e
1. DELETED Repeating
Pages
Page 104 of 629

*** Confidential***

FDA-CBER-2021-5683-0139966




090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. | What isthe medication identifier?

—
[a—

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

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication: [1

5. | Date:

i

*** Confidential***
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Header Text: c4591001

090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 2103
Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject No: 10131786 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:21
4 Sponsor-Defined | | Category for Me | Concomitant Medications | Name of Medi | Dose Descri | Form Instanc
dentifier dication Pre-specified cation ption e
1 Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03 Form Status: Not Started
SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject No: 10131786 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:21
Back to Form
Concomitant M edications
1. | What isthe medication identifier? |[]
2. | Category:
3. | Concomitant Medications
Pre-specified:
4. | Medication: [1
Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).
5. | Dose: [1
6. | Dose Unit:
7. | Dose Frequency:
8. | Route:
9. | Start Date: 1
10. | Ongoing?

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

Form Version: 22-Apr-2020 2102

Site No: 1013
Subject No: 10131786

Generated By: pfelevissc

Form: RADIATION TREATMENT

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

4 Categor | Treatment Identifie | Con Non-Drug Treatments Pre-specifie | Treatmen | Start Dat Form I nstance
y r d t e
1 Repeating Pages
Page 108 of 629

*** Confidential***
FDA-CBER-2021-5683-0139970




090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: RADIATION TREATMENT
Form Status: Not Started

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Radiation Treatment

1. | Category:

2. | What isthe treatment |dentifier?

3. | Concomitant Non-drug Treatment

Pre-specified:
4. | Treatment: [1
5. | Start Date: 1"
6. | Ongoing?

*** Confidential***
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 2103
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: TRANSFUSIONS

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

# Transfusion Type

Date of Transfusion Form Instance

Repeating Pages

Page 110 of 629

*** Confidential***
FDA-CBER-2021-5683-0139972




090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1

Transfusion Type:

2.

Date of Transfusion:

i
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Header Text: c4591001

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

Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. | Date of Visit 1

2. | Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit
Form Version: 22-Apr-2020 21.04

Site No: 1013

Subject No: 10131786

Generated By: pfelevissc

Form: UNPLANNED VISIT
Form Status: Not Started

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Unplanned Assessments

1. | Assessments

*** Confidential***
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Header Text: c4591001

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

Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. | Date of Visit 1

2. | Erroneous Visit
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Header Text: c4591001

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

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

Form: VITAL SIGNS- TEMP
Form Status: Not Started

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Vital Signs

1. |Date:

I

Vital Signs Details

2. Record I dentifier:

Temperature:

[]

Unit:

Temperature Location:

*** Confidential***

Page 115 of 629

FDA-CBER-2021-5683-0139977




090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled

Form Version: 20-Feb-2021 02:14
Site No: 1013

Subject No: 10131786

Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Lab Urinalysis

1. | Lab Pand:

Lab Sub-Panel:

i

2
3. | Collection Date:
4

Laboratory Name and Address
(Derived)

5. | Specimen Type:

Lab Result

6. Sponsor ID: [1
Test:
Result:
Not Done:
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Dec-2020 02:26
Site No: 1013

Subject No: 10131786

Generated By: pfelevissc

Form: VACCINATION

Form Status: Not Started

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Vaccination

1

Was there atemporary delay of
vaccination?

Treatment Name

Formulation:

Dose Date Time:

i

Anatomical Location:

Body Side:

Route:

Actual Dose:

Wl (N |ga| &~ wlDd

Unit:

'_\
©

Timeframe Subject Was Observed

[
=Y

. | Was the subject observed for at

least the protocol specified
observation period after
investigational product
administration?
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Header Text: c4591001

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

Site No: 1013

Subject No: 10131786

Generated By: pfelevissc

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []
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Header Text: c4591001

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

Site No: 1013

Subject No: 10131786

Generated By: pfelevissc

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []

Page 119 of 629

*** Confidential***

FDA-CBER-2021-5683-0139981




090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 10-Dec-2020 02:29
SiteNo: 1013

Subject No: 10131786

Generated By: pfelevissc

Form: DISPOSITION - TREATMENT

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. | Dateof Dec/10/2020
Completion/Discontinuation/Death

2. | Phase of Disposition: VACCINATION

3. | Status: COMPLETED

4. | Specify Status:

[]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. | Date of Visit

Jan/18/2021

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form: FURTHER VACCINATION CONFIRMATION

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Further Vaccination Confirmation

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

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

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Disposition - Follow-Up

1. | Date of 1
Completion/Discontinuation/Death

2. | Phase of Disposition:

3. | Status:

4. | Specify Status: [
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: TREATMENT UNBLINDED

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded :

Jan/18/2021

2. | Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 2103
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

Site Name: (1013) Clinical Neuroscience Solutions Inc.

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

04:21

Withdrawal Of Consent

1. | Withdrawal of Consent Date :

I
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 2103
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: DEATH DETAILS CODED
Form Status: Not Started

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Death Details

1

Date of Collection / Notification of
Death:

I

Cause of Death

2.

Cause of Death Status:

Cause of Death:

[]
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:02
Site No: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1

Date of Visit

Jan/25/2021

2.

Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1013

Subject No: 10131786

Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Jan/25/2021
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Vis

For

Header Text: c4591001

t: V101 VAX3

m Version: 10-Dec-2020 02:30

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Criterion Met

Inclusion Criteria Not Met

1 Description of Inclusion Criterion | Not Applicable
Not Met

Exclusion Criteria Met

2 Description of Exclusion Not Applicable
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1013

Subject No: 10131786

Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. | Date of
Completion/Discontinuation/Death

Jan/25/2021

2. | Phase of Disposition:

REPEAT SCREENING 1

3. | Status:

COMPLETED

4. | Specify Status:

[]
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 14-Jan-2021 02:21
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Lab Urinalysis
1. [LabPand: Not Applicable Comments
2. | Lab Sub-Pand: Not Applicable Comments
3. | Collection Date: Not Applicable Comments
I
4. | Laboratory Name and Address Not Applicable Comments
(Derived)
[]
5. | Specimen Type: Not Applicable Comments
Lab Result
6.a Sponsor ID: Not Applicable Comments
[]
Test: Not Applicable
Choriogonadotropin Beta PX113
Resullt: Not Applicable Comments
Not Done: Not Applicable Comments
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Header Text: c4591001

Visit: V101 VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Version: 22-Apr-2020 2103 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Jan/25/2021
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:

Aliquot

Please enter barcode for each aliquot.

Sa|| sampleID [BRBR30]
5P| sampleID [BRBR31]
5C || sampleID [BRBR32]
5d || sample 1D [BSLRHM]
5€|| sampleID [BSLRHN]
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 22-Apr-2020 2103
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Jan/25/2021
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sampleID [BRBRPM]
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:26
Site No: 1013

Subject No: 10131786

Generated By: pfelevissc

Form: VACCINATION

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination
1. [ Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Jan/25/2021 14:50
5. [ Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was Observed | 30 MINUTES
11. | Was the subject observed for at YES
least the protocol specified
observation period after
investigational product
administration?
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 22-Apr-2020 21:02
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

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

*** Confidential***
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Header Text: c4591001

Visit: V102 VAX4

Form Version: 14-Jan-2021 02:21
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Lab Urinalysis

1. | Lab Pand:

Lab Sub-Panel:

i

2
3. | Collection Date:
4

Laboratory Name and Address
(Derived)

5. | Specimen Type:

Lab Result

6. Sponsor ID: [1
Test:
Result:
Not Done:
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 22-Apr-2020 2103
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Status: Not Started

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1

DataOrigin

Sample Type

Sample Collected?

2
3.
4

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

Aliguot

Please enter barcode for each aliquot.

5.

Sample D

[]
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 10-Dec-2020 02:26
Site No: 1013

Subject No: 10131786

Generated By: pfelevissc

Form: VACCINATION

Form Status: Not Started

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Vaccination

1

Was there atemporary delay of
vaccination?

Treatment Name

Formulation:

Dose Date Time:

i

Anatomical Location:

Body Side:

Route:

Actual Dose:

Wl (N |ga| &~ wlDd

Unit:

'_\
©

Timeframe Subject Was Observed

[
=Y

. | Was the subject observed for at

least the protocol specified
observation period after
investigational product
administration?
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Header Text: c4591001

Visit: V103_MONTH1

Form Version: 22-Apr-2020 21:02
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

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

*** Confidential***
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Header Text: c4591001

Visit: V103 MONTH1

Form Version: 22-Apr-2020 21.04
Site No: 1013

Subject No: 10131786

Generated By: pfelevissc

Form: CONTACT OUTCOME
Form Status: Not Started

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:
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Header Text: c4591001

Visit: V104_MONTH6

Form Version: 22-Apr-2020 21:02
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

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

*** Confidential***
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Header Text: c4591001

Visit: V104 MONTH6

Form Version: 22-Apr-2020 21.04
Site No: 1013

Subject No: 10131786

Generated By: pfelevissc

Form: CONTACT OUTCOME
Form Status: Not Started

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

Page 142 of 629
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Header Text: c4591001

Visit: V105 MONTH18

Form Version: 22-Apr-2020 21:02
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

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

*** Confidential***
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Header Text: c4591001

Visit: V105 MONTH18

Form Version: 22-Apr-2020 21.04
Site No: 1013

Subject No: 10131786

Generated By: pfelevissc

Form: CONTACT OUTCOME
Form Status: Not Started

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:
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Header Text: c4591001

Unscheduled

Form Version: 20-Feb-2021 02:26
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Visit: FURTHER_VACCINATION_EOT -

Form: DISPOSITION - TREATMENT

Form Status: Not Started

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Disposition - Treatment

1. | Date of
Compl etion/Discontinuation/Death

1"

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:

*** Confidential***
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786

Generated By: pfelevissc

Form: SUBJECT STATUS

Form Status. Data Complete, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Subject Status
1. | Subject Status FOLLOW-UP
2. | Subject Status Date Dec/10/2020
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Header Text: c4591001

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

Site No: 1013

Subject No: 10131786

Generated By: pfelevissc

Form: CASEBOOK SIGNATURE FORM

Form Status. Data Complete, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature Click Hereto Enable

*** Confidential***
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form Status. Data Complete, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Audit Trall
This form requires signing by a member of each of the following signature groups:
e CRF_Sign
e CRF _Sign_ 1
Name Signature Date Type Action
Meaning
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 10-Oct-2020 16:00
SiteNo: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
Form | Oct-21-2020 15:18:25 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
Form | Oct-21-2020 15:23:23 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status. Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
1 Oct-21-2020 15:23:23 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status. Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
2 Oct-21-2020 15:23:23 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status. Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
3 Oct-21-2020 15:23:23 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status. Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
4 Oct-21-2020 15:23:23 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status. Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
5 Oct-21-2020 15:23:23 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status. Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
6.a |Oct-21-2020 15:23:23 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status. Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
6.a |Oct-21-2020 15:23:23 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status. Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
6.a |Oct-21-2020 15:23:23 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
Form | Nov-12-2020 16:24:06 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Header Text: c4591001
Visit: V2_VAX2 L
Form Version: 10-Oct-2020 15:58

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
1 Nov-12-2020 16:24:06 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
2 Nov-12-2020 16:24:06 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Header Text: c4591001
Visit: V2_VAX2 L
Form Version: 10-Oct-2020 15:58

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
3 Nov-12-2020 16:24:06 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
4 Nov-12-2020 16:24:06 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Header Text: c4591001
Visit: V2_VAX2 L
Form Version: 10-Oct-2020 15:58

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
5 Nov-12-2020 16:24:06 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
6.a |Nov-12-2020 16:24:06 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Header Text: c4591001
Visit: V2_VAX2 L
Form Version: 10-Oct-2020 15:58

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
6.a |Nov-12-2020 16:24:06 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
6.a |Nov-12-2020 16:24:06 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)

Page 167 of 629

*** Confidential***

FDA-CBER-2021-5683-0140029




090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 14-Jan-2021 02:23
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: SSIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -
Comments

Form Status: Data Complete, Answered Queries

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
Form | Mar-03-2021 15:54:43 (UTC-05:00) Eastern Scott Salmon
Time (US & Canada) (pfe.ssalmon)
Form | Mar-02-2021 09:32:35 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 14-Jan-2021 02:23
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

Form Status: Data Complete, Answered Queries
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
1 Mar-03-2021 15:54:43 (UTC-05:00) Eastern Scott Salmon
Time (US & Canada) (pfe.ssalmon)
1 Mar-02-2021 09:32:35 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 14-Jan-2021 02:23
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

Form Status: Data Complete, Answered Queries
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
2 Mar-03-2021 15:54:43 (UTC-05:00) Eastern Scott Salmon
Time (US & Canada) (pfe.ssalmon)
2 Mar-02-2021 09:32:35 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 14-Jan-2021 02:23
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

Form Status: Data Complete, Answered Queries
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
3 Mar-03-2021 15:54:43 (UTC-05:00) Eastern Scott Salmon
Time (US & Canada) (pfe.ssalmon)
3 Mar-02-2021 09:32:35 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 14-Jan-2021 02:23
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

Form Status: Data Complete, Answered Queries
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
4.a |Mar-03-2021 15:54:43 (UTC-05:00) Eastern Scott Salmon
Time (US & Canada) (pfe.ssalmon)
4a |Mar-02-2021 09:32:35 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 14-Jan-2021 02:23
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

Form Status: Data Complete, Answered Queries
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
4b |Mar-03-2021 15:54:43 (UTC-05:00) Eastern Scott Salmon
Time (US & Canada) (pfe.ssalmon)
4b |Mar-02-2021 09:32:35 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 14-Jan-2021 02:23
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

Form Status: Data Complete, Answered Queries
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
4.c |Mar-03-2021 15:54:43 (UTC-05:00) Eastern Scott Salmon
Time (US & Canada) (pfe.ssalmon)
4.c |Mar-02-2021 09:32:35 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 14-Jan-2021 02:23
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

Form Status: Data Complete, Answered Queries
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
4d |Mar-03-2021 15:54:43 (UTC-05:00) Eastern Scott Salmon
Time (US & Canada) (pfe.ssalmon)
4d |Mar-02-2021 09:32:35 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Visit: POT_COVID_ILL 1

Form Version: 14-Jan-2021 02:23
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

Form Status: Data Complete, Answered Queries
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
4.e |Mar-03-2021 15:54:43 (UTC-05:00) Eastern Scott Salmon
Time (US & Canada) (pfe.ssalmon)
4.e |Mar-02-2021 09:32:35 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 14-Jan-2021 02:23
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

Form Status: Data Complete, Answered Queries
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
4f |Mar-03-2021 15:54:43 (UTC-05:00) Eastern Scott Salmon
Time (US & Canada) (pfe.ssalmon)
4f | Mar-02-2021 09:32:35 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 14-Jan-2021 02:23
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

Form Status: Data Complete, Answered Queries
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
4.9 |Mar-03-2021 15:54:43 (UTC-05:00) Eastern Scott Salmon
Time (US & Canada) (pfe.ssalmon)
4.9 |Mar-02-2021 09:32:35 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 14-Jan-2021 02:23
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

Form Status: Data Complete, Answered Queries
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
4h |Mar-03-2021 15:54:43 (UTC-05:00) Eastern Scott Salmon
Time (US & Canada) (pfe.ssalmon)
4h |Mar-02-2021 09:32:35 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 14-Jan-2021 02:23
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

Form Status: Data Complete, Answered Queries
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
4 |Mar-03-2021 15:54:43 (UTC-05:00) Eastern Scott Salmon
Time (US & Canada) (pfe.ssalmon)
4 |Mar-02-2021 09:32:35 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
Form | Feb-19-2021 14:31:40 (UTC-05:00) Eastern Scott Salmon Not Done
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
1 Feb-19-2021 14:31:40 (UTC-05:00) Eastern Scott Salmon Not Done
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
2 Feb-19-2021 14:31:40 (UTC-05:00) Eastern Scott Salmon Not Done
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
3 Feb-19-2021 14:31:40 (UTC-05:00) Eastern Scott Salmon Not Done
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
4 Feb-19-2021 14:31:40 (UTC-05:00) Eastern Scott Salmon Not Done
Time (US & Canada) (pfe.ssalmon)

Page 185 of 629

*** Confidential***

FDA-CBER-2021-5683-0140047




090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
5 Feb-19-2021 14:31:40 (UTC-05:00) Eastern Scott Salmon Not Done
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
6 Feb-19-2021 14:31:40 (UTC-05:00) Eastern Scott Salmon Not Done
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
7 Feb-19-2021 14:31:40 (UTC-05:00) Eastern Scott Salmon Not Done
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
8 Feb-19-2021 14:31:40 (UTC-05:00) Eastern Scott Salmon Not Done
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
9 Feb-19-2021 14:31:40 (UTC-05:00) Eastern Scott Salmon Not Done
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
Form | Mar-09-2021 16:17:23 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
1 Mar-09-2021 16:17:23 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
2 Mar-09-2021 16:17:23 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
3 Mar-09-2021 16:17:23 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
4 Mar-09-2021 16:17:23 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

on Feb/08/2021 Comments

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment

Form | Mar-02-2021 09:26:21 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)

090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
1 Mar-02-2021 09:26:21 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
2 Mar-02-2021 09:26:21 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
3 Mar-02-2021 09:26:21 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
4 Mar-02-2021 09:26:21 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: RESPIRATORY TREATMENT - Comments

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
Form | Feb-19-2021 14:34:28 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: RESPIRATORY TREATMENT - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
1 Feb-19-2021 14:34:28 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: RESPIRATORY TREATMENT - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
2 Feb-19-2021 14:34:28 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: RESPIRATORY TREATMENT - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
3 Feb-19-2021 14:34:28 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: RESPIRATORY TREATMENT - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
4 Feb-19-2021 14:34:28 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: RESPIRATORY TREATMENT - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
5 Feb-19-2021 14:34:28 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: RESPIRATORY TREATMENT - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
6 Feb-19-2021 14:34:28 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
Form | Feb-19-2021 14:35:35 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
1 Feb-19-2021 14:35:35 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
2 Feb-19-2021 14:35:35 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
3 Feb-19-2021 14:35:35 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
4 Feb-19-2021 14:35:35 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
Form | Feb-19-2021 14:36:07 (UTC-05:00) Eastern Scott Salmon Televisit
Time (US & Canada) (pfe.ssalmon)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
1 Feb-19-2021 14:36:07 (UTC-05:00) Eastern Scott Salmon Televisit
Time (US & Canada) (pfe.ssalmon)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
2 Feb-19-2021 14:36:07 (UTC-05:00) Eastern Scott Salmon Televisit
Time (US & Canada) (pfe.ssalmon)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
3 Feb-19-2021 14:36:07 (UTC-05:00) Eastern Scott Salmon Televisit
Time (US & Canada) (pfe.ssalmon)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
4 Feb-19-2021 14:36:07 (UTC-05:00) Eastern Scott Salmon Televisit
Time (US & Canada) (pfe.ssalmon)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
5.a |Feb-19-2021 14:36:07 (UTC-05:00) Eastern Scott Salmon Televisit
Time (US & Canada) (pfe.ssalmon)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
5.a |Feb-19-2021 14:36:07 (UTC-05:00) Eastern Scott Salmon Televisit
Time (US & Canada) (pfe.ssalmon)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
5.a |Feb-19-2021 14:36:07 (UTC-05:00) Eastern Scott Salmon Televisit
Time (US & Canada) (pfe.ssalmon)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
5.a |Feb-19-2021 14:36:07 (UTC-05:00) Eastern Scott Salmon Televisit
Time (US & Canada) (pfe.ssalmon)
Not Done

Page 221 of 629

*** Confidential***

FDA-CBER-2021-5683-0140083




090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
5b |Feb-19-2021 14:36:07 (UTC-05:00) Eastern Scott Salmon Televisit
Time (US & Canada) (pfe.ssalmon)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
5b |Feb-19-2021 14:36:07 (UTC-05:00) Eastern Scott Salmon Televisit
Time (US & Canada) (pfe.ssalmon)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
5b |Feb-19-2021 14:36:07 (UTC-05:00) Eastern Scott Salmon Televisit
Time (US & Canada) (pfe.ssalmon)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
5b |Feb-19-2021 14:36:07 (UTC-05:00) Eastern Scott Salmon Televisit
Time (US & Canada) (pfe.ssalmon)
Not Done

Page 225 of 629

*** Confidential***

FDA-CBER-2021-5683-0140087




090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
5.c |Feb-19-2021 14:36:07 (UTC-05:00) Eastern Scott Salmon Televisit
Time (US & Canada) (pfe.ssalmon)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
5.c |Feb-19-2021 14:36:07 (UTC-05:00) Eastern Scott Salmon Televisit
Time (US & Canada) (pfe.ssalmon)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
5.c |Feb-19-2021 14:36:07 (UTC-05:00) Eastern Scott Salmon Televisit
Time (US & Canada) (pfe.ssalmon)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
5.c |Feb-19-2021 14:36:07 (UTC-05:00) Eastern Scott Salmon Televisit
Time (US & Canada) (pfe.ssalmon)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
5.d |Feb-19-2021 14:36:07 (UTC-05:00) Eastern Scott Salmon Televisit
Time (US & Canada) (pfe.ssalmon)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
5.d |Feb-19-2021 14:36:07 (UTC-05:00) Eastern Scott Salmon Televisit
Time (US & Canada) (pfe.ssalmon)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
5.d |Feb-19-2021 14:36:07 (UTC-05:00) Eastern Scott Salmon Televisit
Time (US & Canada) (pfe.ssalmon)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
5.d |Feb-19-2021 14:36:07 (UTC-05:00) Eastern Scott Salmon Televisit
Time (US & Canada) (pfe.ssalmon)
Not Done
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
5.e |Feb-19-2021 14:36:07 (UTC-05:00) Eastern Scott Salmon Televisit
Time (US & Canada) (pfe.ssalmon)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
5.e |Feb-19-2021 14:36:07 (UTC-05:00) Eastern Scott Salmon Televisit
Time (US & Canada) (pfe.ssalmon)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
5.e |Feb-19-2021 14:36:07 (UTC-05:00) Eastern Scott Salmon Televisit
Time (US & Canada) (pfe.ssalmon)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021
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Not Done
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 10-Oct-2020 16:04
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
2.a |Feb-19-2021 14:37:33 (UTC-05:00) Eastern Scott Salmon Tele-visit
Time (US & Canada) (pfe.ssalmon)
Not Done
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Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 06-Jul-2020 21:52
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: OXYGENATION PARAMETERS - Comments

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
Form | Feb-19-2021 14:37:49 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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on Feb/08/2021

Form Version: 06-Jul-2020 21:52
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: OXYGENATION PARAMETERS - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
1 Feb-19-2021 14:37:49 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Form Version: 06-Jul-2020 21:52
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: OXYGENATION PARAMETERS - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
2 Feb-19-2021 14:37:49 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 06-Jul-2020 21:52
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: OXYGENATION PARAMETERS - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
3 Feb-19-2021 14:37:49 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 06-Jul-2020 21:55
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
Form | Feb-19-2021 14:38:06 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 06-Jul-2020 21:55
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
1 Feb-19-2021 14:38:06 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 06-Jul-2020 21:55
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
2 Feb-19-2021 14:38:06 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
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Form Version: 06-Jul-2020 21:55
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
3 Feb-19-2021 14:38:06 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 06-Jul-2020 21:55
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
4 Feb-19-2021 14:38:06 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 06-Jul-2020 21:55
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
5 Feb-19-2021 14:38:06 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 06-Jul-2020 21:55
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -

Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
6 Feb-19-2021 14:38:06 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: IMAGING - Comments

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
Form | Feb-19-2021 14:38:29 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: IMAGING - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
1 Feb-19-2021 14:38:29 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Form Version: 06-Jul-2020 21:53
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: IMAGING - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
2 Feb-19-2021 14:38:29 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: IMAGING - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
3 Feb-19-2021 14:38:29 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: IMAGING - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
4 Feb-19-2021 14:38:29 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
Form | Mar-09-2021 15:41:13 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Form Version: 06-Jul-2020 21:54
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
1 Mar-09-2021 15:41:13 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
Page 317 of 629

FDA-CBER-2021-5683-0140179




090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001
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Form Version: 06-Jul-2020 21:54
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
2 Mar-09-2021 15:41:13 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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on Feb/26/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
3 Mar-09-2021 15:41:13 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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on Feb/26/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
4 Mar-09-2021 15:41:13 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
5 Mar-09-2021 15:41:13 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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SiteNo: 1013
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Generated By: pfe.levissc

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
6 Mar-09-2021 15:41:13 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Generated By: pfe.levissc

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
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Item | Date User Comment
7 Mar-09-2021 15:41:13 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Generated By: pfe.levissc

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
8 Mar-09-2021 15:41:13 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
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Item | Date User Comment
9 Mar-09-2021 15:41:13 (UTC-05:00) Eastern Matthew Not Applicable
Time (US & Canada) Stephens
(pfe mstephens)
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment

Form | Mar-03-2021 08:23:35 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)
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Back to Form
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Back to Form

Item | Date User Comment
2 Mar-03-2021 08:23:35 (UTC-05:00) Eastern Scott Salmon Not Applicable
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Back to Form
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Form | Mar-03-2021 08:27:49 (UTC-05:00) Eastern Scott Salmon Not Applicable
Time (US & Canada) (pfe.ssalmon)

090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Page 342 of 629

*** Confidential***
FDA-CBER-2021-5683-0140204




090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021
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Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated Time (GMT): 29-Mar-2021 04:21
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Back to Form
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Back to Form
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Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
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Back to Form
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Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
3 Jan-27-2021 19:25:24 (UTC-05:00) Eastern Time | Scott Salmon Not Applicable
(US & Canada) (pfe.ssalmon)
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 14-Jan-2021 02:21
SiteNo: 1013

Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
4 Jan-27-2021 19:25:24 (UTC-05:00) Eastern Time | Scott Salmon Not Applicable
(US & Canada) (pfe.ssalmon)
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 14-Jan-2021 02:21
SiteNo: 1013

Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
5 Jan-27-2021 19:25:24 (UTC-05:00) Eastern Time | Scott Salmon Not Applicable
(US & Canada) (pfe.ssalmon)
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 14-Jan-2021 02:21
SiteNo: 1013

Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
6.a |Jan-27-2021 19:25:24 (UTC-05:00) Eastern Time | Scott Salmon Not Applicable
(US & Canada) (pfe.ssalmon)
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 14-Jan-2021 02:21
SiteNo: 1013

Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

Item | Date User Comment
6.a |Jan-27-2021 19:25:24 (UTC-05:00) Eastern Time | Scott Salmon Not Applicable
(US & Canada) (pfe.ssalmon)
Page 367 of 629
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 14-Jan-2021 02:21
SiteNo: 1013

Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item | Date User Comment
6.a |Jan-27-2021 19:25:24 (UTC-05:00) Eastern Time | Scott Salmon Not Applicable
(US & Canada) (pfe.ssalmon)
Page 368 of 629
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Header Text: c4591001
Visgit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject No: 10131786 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

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

e CRF_Sign

e CRF_Sign_1

Name Signature Date Type Action

M eaning

Scott Salmon N/A Mar-08-2021 11:23:53 (UTC-05:00) Eastern Edit - All

Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Michael Dever | Approved Mar-04-2021 08:25:20 (UTC-05:00) Eastern BOOK Signed
Time (US & Canada)

Affidavit:

By my dated signature below, |, Michael Dever, 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, thisis to certify that | intend that this electronic
signature isto be the legally binding equivalent of my handwritten signature.

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

Scott Salmon N/A Mar-02-2021 09:25:36 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A

PatriciaBrown | Approved Feb-25-2021 14:56:34 (UTC-05:00) Eastern

Time (US & Canada)

BOOK Signed

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

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

To this| do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001
Visgit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:21

Scott Salmon N/A Feb-08-2021 16:39:53 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures

invalidated

Affidavit:

N/A

Michael Dever | Approved Feb-01-2021 10:02:26 (UTC-05:00) Eastern BOOK Signed

Time (US & Canada)

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

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

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

Scott Salmon N/A Jan-27-2021 19:22:30 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Michael Dever | Approved Jan-21-2021 07:41:42 (UTC-05:00) Eastern BOOK Signed

Time (US & Canada)

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

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

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

Subject No: 10131786
Generated By: pfe.levissc

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History
Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Frozen, Verified
Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Oct-21-2020 15:17:50 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens 06 OCT 2020

Time (US & Canada) (pfe mstephens)

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

Date L ocation User Value Reason
Oct-21-2020 15:17:50 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens STAGE 3 COHORTS

Time (US & Canada) (pfe mstephens)

*** Confidential***
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 2102
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was.

Date L ocation User Value Reason
Oct-21-2020 15:17:58 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens OBTAINED

Time (US & Canada)

(pfe mstephens) | Date Written Consent Obtained

Oct/21/2020

Page 372 of 629
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Header Text: c4591001

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

Site No: 1013
Subject No: 10131786

Generated By: pfelevissc

Form: DEMOGRAPHY - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID
Date L ocation User Value Reason
Oct-21-2020 15:17:42 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied from
(UTC-05:00) Eastern (autocalc) |10131786 previous form
Time (US & Canada)
2. Birth Date:
Date L ocation User Value Reason
Oct-21-2020 15:17:38 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry
(UTC-05:00) Eastern (autocalc) |(b) (6)/1955
Time (US & Canada)
3. Sex:
Date L ocation User Value Reason
Oct-21-2020 15:18:09 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens FEMALE
Time (US & Canada) (pfe mstephens)
4. Ethnicity:
Date L ocation User Value Reason
Oct-21-2020 15:18:09 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens NOT HISPANIC OR LATINO(
Time (US & Canada) (pfe mstephens) | A) OR OF SPANISH ORIGIN
5. Race: (Check X all that apply):
Date L ocation User Value Reason
Oct-21-2020 15:18:09 ACVOPFEINFPE000 | Matthew Data Entry: Initia Entry
(UTC-05:00) Eastern Stephens WHITE
Time (US & Canada) (pfe mstephens)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1013

Subject No: 10131786
Generated By: pfe.levissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Oct-21-2020 15:18:16 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Oct/21/2020

Time (US & Canada) (pfe mstephens)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 15-Sep-2020 21:52

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date L ocation User Value Reason
Oct-21-2020 15:18:36 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Oct/21/2020

Time (US & Canada) (pfe mstephens)

2. Phase of Disposition:

Date L ocation User Value Reason
Oct-21-2020 15:18:36 ACVOPFEINFPE000 |autocalc |DataEntry: Initia Entry
(UTC-05:00) Eastern (autocalc) | SCREENING

Time (US & Canada)

3. Status:

Date L ocation User Value Reason
Oct-21-2020 15:18:36 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens COMPLETED

Time (US & Canada) (pfe mstephens)

*** Confidential***
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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 2103 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

la
Date L ocation User Value Reason
Oct-21-2020 15:18:55 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Line/MH Numbe 1
Time (US & Canada) (pfe mstephens) | r:

Medical History OBESITY

Term:

Start Date: UNK/UNK/

1965

Ongoing: YES
Oct-21-2020 15:18:51 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Line/MH Numbe 1
Time (US & Canada) r:

Medical History OBESITY

Term:

Start Date: UNK/UNK/

1965

Ongoing:
l.aLine/MH Number:
Date L ocation User Value Reason
Oct-21-2020 15:18:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |1
Time (US & Canada)
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Oct-21-2020 15:18:51 ACVOPFEINFPE000 | Matthew Data Entry: Initia Entry
(UTC-05:00) Eastern Stephens OBESITY
Time (US & Canada) (pfe mstephens)
1l.a Start Date:
Date L ocation User Value Reason
Oct-21-2020 15:18:51 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens UNK/UNK/1965
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786

Generated By: pfelevissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe mstephens)
1.a Ongoing:
Date L ocation User Value Reason
Oct-21-2020 15:18:55 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens YES
Time (US & Canada) (pfe mstephens)
1b
Date L ocation User Value Reason
Oct-21-2020 15:19:07 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | LineeMH Nu 2
Time (US & Canada) mber:

Medical Hiss OBSTRUCTIVE S

ory Term: LEEP APNEA

Start Date:  UNK/UNK/1989

Ongoing: YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

1.b Line/MH Number:

Date L ocation User Value Reason
Oct-21-2020 15:19:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |2
Time (US & Canada)
1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Oct-21-2020 15:19:07 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens OBSTRUCTIVE SLEEP APNE
Time (US & Canada) (pfe mstephens) | A
1.b Start Date:
Date L ocation User Value Reason
Oct-21-2020 15:19:07 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens UNK/UNK/1989
Time (US & Canada) (pfe mstephens)
1.b Ongoing:
Date L ocation User Value Reason
Oct-21-2020 15:19:07 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens YES
Time (US & Canada) (pfe mstephens)
1lc
Date L ocation User Value Reason
Oct-21-2020 15:19:19 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Nu 3
Time (US & Canada) mber:

Medical Hist MAJOR DEPRESS

ory Teem:  IVE DISORDER

Start Date:  UNK/UNK/1990

Ongoing: YES
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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
SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject No: 10131786 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:21
1.cLine/MH Number:
Date L ocation User Value Reason
Oct-21-2020 15:19:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |3
Time (US & Canada)
1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Oct-21-2020 15:19:19 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens MAJOR DEPRESSIVE DISOR
Time (US & Canada) (pfe mstephens) | DER
1.c Start Date:
Date L ocation User Value Reason
Oct-21-2020 15:19:19 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens UNK/UNK/1990
Time (US & Canada) (pfe mstephens)
1.c Ongoing:
Date L ocation User Value Reason
Oct-21-2020 15:19:19 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens YES
Time (US & Canada) (pfe mstephens)
1d
Date L ocation User Value Reason
Oct-21-2020 15:19:30 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Num 4
Time (US & Canada) ber:

Medical Histor SEASONAL AL

y Term: LERGIES

Start Date: UNK/UNK/1999

Ongoing: YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

1.d Line/MH Number:

Date L ocation User Value Reason
Oct-21-2020 15:19:30 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |4
Time (US & Canada)
1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Oct-21-2020 15:19:30 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens SEASONAL ALLERGIES
Time (US & Canada) (pfe mstephens)
1.d Start Date:
Date L ocation User Value Reason
Oct-21-2020 15:19:30 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens UNK/UNK/1999
Time (US & Canada) (pfe mstephens)
1.d Ongoing:
Date L ocation User Value Reason
Oct-21-2020 15:19:30 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens YES
Time (US & Canada) (pfe mstephens)
le
Date L ocation User Value Reason
Oct-21-2020 15:19:41 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Nu 5
Time (US & Canada) mber:

Medical Histo HY PERCHOLEST

ry Term: EROLEMIA

Start Date:  UNK/UNK/1999

Ongoing: YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

l.eLine/MH Number:

*** Confidential***

Date L ocation User Value Reason
Oct-21-2020 15:19:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |5
Time (US & Canada)
1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Oct-21-2020 15:19:41 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens HYPERCHOLESTEROLEMIA
Time (US & Canada) (pfe mstephens)
1l.e Start Date:
Date L ocation User Value Reason
Oct-21-2020 15:19:41 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens UNK/UNK/1999
Time (US & Canada) (pfe mstephens)
1.e Ongoing:
Date L ocation User Value Reason
Oct-21-2020 15:19:41 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens YES
Time (US & Canada) (pfe mstephens)
1f
Date L ocation User Value Reason
Oct-21-2020 15:19:51 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numb 6
Time (US & Canada) er:

Medical History POSTMENOPA

Term: USAL

Start Date: UNK/UNK/199

9
Ongoing: YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

1.f Line/MH Number:

Date L ocation User Value Reason
Oct-21-2020 15:19:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |6

Time (US & Canada)

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

Date L ocation User Value Reason
Oct-21-2020 15:19:51 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens POSTMENOPAUSAL

Time (US & Canada) (pfe mstephens)

1f Start Date:

Date L ocation User Value Reason
Oct-21-2020 15:19:51 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens UNK/UNK/1999

Time (US & Canada) (pfe mstephens)

1.f Ongoing:

Date L ocation User Value Reason
Oct-21-2020 15:19:51 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens YES

Time (US & Canada) (pfe mstephens)

19

Date L ocation User Value Reason
Oct-21-2020 15:20:04 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numbe 7

Time (US & Canada)

r:

Term:
Start Date:

Ongoing:

Medical History TYPE Il DIAB

ETES

UNK/UNK/200
9

YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

1.gLine/MH Number:

*** Confidential***

Date L ocation User Value Reason
Oct-21-2020 15:20:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |7
Time (US & Canada)
1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Oct-21-2020 15:20:04 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens TYPE Il DIABETES
Time (US & Canada) (pfe mstephens)
1.g Start Date:
Date L ocation User Value Reason
Oct-21-2020 15:20:04 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens UNK/UNK/2009
Time (US & Canada) (pfe mstephens)
1.9 Ongoing:
Date L ocation User Value Reason
Oct-21-2020 15:20:04 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens YES
Time (US & Canada) (pfe mstephens)
1lh
Date L ocation User Value Reason
Oct-21-2020 15:20:20 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | LineMH 8
Time (US & Canada) Number:

Medical Hi GASTROESOPHAG

story Term EAL REFLUX DISE

: ASE

Start Date: UNK/UNK/2009

Ongoing: YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

1.h Line/MH Number:

Date L ocation User Value Reason
Oct-21-2020 15:20:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |8
Time (US & Canada)
1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Oct-21-2020 15:20:20 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens GASTROESOPHAGEAL REFL
Time (US & Canada) (pfe mstephens) | UX DISEASE
1.h Start Date:
Date L ocation User Value Reason
Oct-21-2020 15:20:20 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens UNK/UNK/2009
Time (US & Canada) (pfe mstephens)
1.h Ongoing:
Date L ocation User Value Reason
Oct-21-2020 15:20:20 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens YES
Time (US & Canada) (pfe mstephens)
li
Date L ocation User Value Reason
Oct-21-2020 15:20:33 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Number 9
Time (US & Canada) :

Medical History T HY PERTENS

erm: ION

Start Date: UNK/UNK/20

09
Ongoing: YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1013
Subject No: 10131786

Generated By: pfelevissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

1.i Line/MH Number:

Date L ocation User Value Reason
Oct-21-2020 15:20:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |9
Time (US & Canada)
1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Oct-21-2020 15:20:33 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens HYPERTENSION
Time (US & Canada) (pfe mstephens)
1.i Start Date:
Date L ocation User Value Reason
Oct-21-2020 15:20:33 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens UNK/UNK/2009
Time (US & Canada) (pfe mstephens)
1.i Ongoing:
Date L ocation User Value Reason
Oct-21-2020 15:20:33 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens YES
Time (US & Canada) (pfe mstephens)
1j
Date L ocation User Value Reason
Oct-21-2020 15:20:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Nu 10
Time (US & Canada) mber:

Medical Hist LOWER BACK PA

ory Teem:  IN (LUMBAR)

Start Date:  UNK/UNK/2013

Ongoing: YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

1,j Line/MH Number:

Date L ocation User Value Reason
Oct-21-2020 15:20:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |10

Time (US & Canada)

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

Date L ocation User Value Reason
Oct-21-2020 15:20:47 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens LOWER BACK PAIN (LUMBA

Time (US & Canada)

(pfe mstephens) | R)

1) Start Date:
Date Location User Value Reason
Oct-21-2020 15:20:47 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens UNK/UNK/2013
Time (US & Canada) (pfe mstephens)
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Site No: 1013

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

Subject No: 10131786
Generated By: pfelevissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

1.j Ongoing:
Date L ocation User Value Reason
Oct-21-2020 15:20:47 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens YES
Time (US & Canada) (pfe.mstephens)
1k
Date L ocation User Value Reason
Oct-21-2020 15:20:55 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Number: 11
Time (US & Canada) Medical History T GOUT

erm:

Start Date: UNK/UNK/2

016
Ongoing: YES
Page 387 of 629

FDA-CBER-2021-5683-0140249




090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

1.k Line/MH Number:

Date L ocation User Value Reason
Oct-21-2020 15:20:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |11
Time (US & Canada)
1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Oct-21-2020 15:20:55 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens GOUT
Time (US & Canada) (pfe mstephens)
1.k Start Date:
Date L ocation User Value Reason
Oct-21-2020 15:20:55 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens UNK/UNK/2016
Time (US & Canada) (pfe mstephens)
1.k Ongoing:
Date L ocation User Value Reason
Oct-21-2020 15:20:55 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens YES
Time (US & Canada) (pfe mstephens)
1l
Date L ocation User Value Reason
Oct-21-2020 15:21:14 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | LineMH N 12
Time (US & Canada) umber:

Medical His GENERALIZED A

tory Term: NXIETY DISORDE

R
Start Date:  Jul/UNK/2016
Ongoing:  YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

1.1 Line/MH Number:

*** Confidential***

Date L ocation User Value Reason
Oct-21-2020 15:21:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |12
Time (US & Canada)
1.I Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Oct-21-2020 15:21:14 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens GENERALIZED ANXIETY DI
Time (US & Canada) (pfe mstephens) | SORDER
1| Start Date:
Date L ocation User Value Reason
Oct-21-2020 15:21:14 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Jul/UNK/2016
Time (US & Canada) (pfe mstephens)
1.1 Ongoing:
Date L ocation User Value Reason
Oct-21-2020 15:21:14 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens YES
Time (US & Canada) (pfe mstephens)
1m
Date L ocation User Value Reason
Oct-21-2020 15:21:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH 13
Time (US & Canada) Number:

Medical PERCUTANEOUS CU

History T RONARY INTERVEN

erm: TION

Start Dat May/1/2018

e

Ongoing: NO

End Date:
May/1/2018
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Header Text: c4591001

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

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

1.m Line/MH Number:

Date L ocation User Value Reason
Oct-21-2020 15:21:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |13
Time (US & Canada)
1.m Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Oct-21-2020 15:21:39 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens PERCUTANEOUS CURONAR
Time (US & Canada) (pfe mstephens) | Y INTERVENTION
1.m Start Date:
Date L ocation User Value Reason
Oct-21-2020 15:21:39 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens May/1/2018
Time (US & Canada) (pfe mstephens)
1.m Ongoing:
Date L ocation User Value Reason
Oct-21-2020 15:21:39 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens NO
Time (US & Canada) (pfe mstephens) | End Date:
May/1/2018

1n
Date L ocation User Value Reason
Oct-22-2020 09:46:47 ACVOPFEINFP6000 | Matthew Data Entry: Transcription Error
(UTC-05:00) Eastern Stephens LineM 14
Time (US & Canada) (pfe.mstephens) | H Num

ber:

Medical STENT PLACEMEN

History TIN RIGHT CORO

Term: NARY ARTERY

Start Da May/1/2018

te:
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Ongoin NO
g End Date:

May/1/2018

(UTC-05:00) Eastern
Time (US & Canada)

Oct-21-2020 15:21:55 ACVOPFEINFPE000 | auto calc

(autocalc)

Data Entry:
LineMH N 14
umber:

Medical His STENT PLACE
tory Term: MENT IN RCA

Start Date: May/1/2018
Ongoing:  NO
End Date:

May/1/2018

Initia Entry

*** Confidential***
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

1.n Line/MH Number:

Date L ocation User Value Reason

Oct-21-2020 15:21:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) |14

Time (US & Canada)

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

Date L ocation User Value Reason

Oct-22-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Clos | Discrepancy has

12:06:45 Oracle ed been closed.

(UTC-05:00) (pfe PFETMYS)

Eastern Time

(US & Canada)

Oct-22-2020 ACVOPFEINFP6000 auto query Query 1: Ans | Transcription

09:46:47 (autoquery) wered Error

(UTC-05:00)

Eastern Time

(US & Canada)

Oct-22-2020 ACVOPFEINFP6000 Matthew Data Entry: Transcription

09:46:47 Stephens STENT PLAC | Error

(UTC-05:00) (pfemstephens) | EMENT IN R

Eastern Time IGHT CORO

(US & Canada) NARY ARTE

RY

Oct-22-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Ope |Clarify STENT

05:14:33 Oracle ned PLACEMENT

(UTC-05:00) (pfe.PFETMS) IN RCA as

Eastern Time follows...Are

(US & Canada) you reporting
STENT
PLACEMENT
IN RIGHT
CORONARY
ARTERY?
STENT
PLACEMENT
IN RIGHT
CAROTID
ARTERY?If so,
update the
verbatim term as
such. Otherwise
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

clarify and edit
the term. Thank
you.

*** Confidential***

Oct-21-2020 ACVOPFEINFP6000 Matthew Data Entry: Initial Entry
15:21:55 Stephens STENT PLAC
(UTC-05:00) (pfe.mstephens) | EMENT IN R
Eastern Time CA
(US & Canada)
1.n Start Date:
Date L ocation User Value Reason
Oct-21-2020 15:21:55 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens May/1/2018
Time (US & Canada) (pfe mstephens)
1.n Ongoing:
Date L ocation User Value Reason
Oct-21-2020 15:21:55 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens NO
Time (US & Canada) (pfe mstephens) | End Date:
May/1/2018

lo
Date L ocation User Value Reason
Oct-21-2020 15:22:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | LineeMH Nu 15
Time (US & Canada) mber:

Medical Hist MYOCARDIAL |

ory Term: NFARCTION

Start Date:  Jun/23/2019

Ongoing: NO

End Date:
Jun/23/2019
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

1.0Line/MH Number:

Date L ocation User Value Reason
Oct-21-2020 15:22:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |15
Time (US & Canada)
1.0 Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Oct-21-2020 15:22:12 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens MY OCARDIAL INFARCTION
Time (US & Canada) (pfe mstephens)
1.0 Start Date:
Date L ocation User Value Reason
Oct-21-2020 15:22:12 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Jun/23/2019
Time (US & Canada) (pfe mstephens)
1.0 Ongoing:
Date L ocation User Value Reason
Oct-21-2020 15:22:12 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens NO
Time (US & Canada) (pfe mstephens) | End Date:
Jun/23/2019
Page 394 of 629

*** Confidential***
FDA-CBER-2021-5683-0140256




090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

Form Version: 15-Sep-2020 21:57

Form: HIV STATUS - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - What is the subject HI'V status?

Date L ocation User Value Reason
Oct-21-2020 15:22:20 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry

*** Confidential***

(UTC-05:00) Eastern Stephens The subject is NOT known to be
Time (US & Canada) (pfe mstephens) | HIV POSITIVE
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 10-Oct-2020 16:04

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:
Date L ocation User Value Reason
Oct-21-2020 15:22:55 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Oct/21/2020
Time (US & Canada) (pfe mstephens)
2. Weight:
Date L ocation User Value Reason
Oct-21-2020 15:22:55 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens 95.9
Time (US & Canada) (pfe mstephens)
3. Unit:
Date L ocation User Value Reason
Oct-21-2020 15:22:55 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens kg
Time (US & Canada) (pfe mstephens)
4. Height:
Date L ocation User Value Reason
Oct-21-2020 15:22:55 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens 167.6
Time (US & Canada) (pfe mstephens)
5. Unit:
Date L ocation User Value Reason
Oct-21-2020 15:22:55 ACVOPFEINFPE000 | Matthew Data Entry: Initia Entry
(UTC-05:00) Eastern Stephens cm
Time (US & Canada) (pfe mstephens)
6. Body Mass | ndex:
Date L ocation User Value Reason
Oct-21-2020 15:22:55 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |34.1
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Header Text: c4591001

Site No: 1013
Subject No: 10131786

Visit: V1_DAY1 VAX1 L
Form Version: 10-Oct-2020 16:04 Form Status. Data Complete, Frozen, Verified

Generated By: pfelevissc

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

7.a

Date Location User Value Reason
Oct-21-2020 15:22:55 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Record | dentifier 1

Time (US & Canada) (pfe mstephens) | -

Temperature: 36.7
TemperatureUni C

t:

TemperatureLoc ORAL CAV

*** Confidential***

ation:: ITY

7.a Record I dentifier:
Date L ocation User Value Reason
Oct-21-2020 15:22:55 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens 1
Time (US & Canada) (pfe mstephens)
7.a Temperature:
Date L ocation User Value Reason
Oct-21-2020 15:22:55 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens 36.7
Time (US & Canada) (pfe mstephens)
7.aUnit:
Date L ocation User Value Reason
Oct-21-2020 15:22:55 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens C
Time (US & Canada) (pfe mstephens)
7.a Temperature Location:
Date L ocation User Value Reason
Oct-21-2020 15:22:55 ACVOPFEINFPE000 | Matthew Data Entry: Initia Entry
(UTC-05:00) Eastern Stephens ORAL CAVITY
Time (US & Canada) (pfe mstephens)
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090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 10-Oct-2020 15:58

Site No: 1013
Subject No: 10131786

Generated By: pfe.levissc

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Pand:

Date L ocation User Value Reason

Oct-21-2020 15:23:23 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry

(UTC-05:00) Eastern Stephens Not Applicable

Time (US & Canada) (pfe mstephens)

2. Lab Sub-Panel:

Date L ocation User Value Reason

Oct-21-2020 15:23:23 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry

(UTC-05:00) Eastern Stephens Not Applicable

Time (US & Canada) (pfe mstephens)

3. Collection Date:

Date L ocation User Value Reason

Oct-21-2020 15:23:23 ACVOPFEINFPE000 | Matthew Data Entry: Initia Entry

(UTC-05:00) Eastern Stephens Not Applicable

Time (US & Canada) (pfe mstephens)

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason

Oct-21-2020 15:23:23 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry

(UTC-05:00) Eastern Stephens Not Applicable

Time (US & Canada) (pfe mstephens)

5. Specimen Type:

Date Location User Value Reason

Oct-21-2020 15:23:23 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry

(UTC-05:00) Eastern Stephens Not Applicable

Time (US & Canada) (pfe mstephens)

6.a

Date Location User Value Reason

Oct-21-2020 15:23:23 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
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090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LAB URINALY SIS- PREGNANCY TEST - eCRF Audit Trall
History

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00) Eastern Stephens Sponsor-Defined | Not Appli
Time (US & Canada) (pfe mstephens) | dentifier: cable
Test:: Not Appli
cable
Result:: Not Appli
cable
Not Done:: Not Appli
cable
6.a Sponsor 1D:
Date L ocation User Value Reason
Oct-21-2020 15:23:23 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Not Applicable
Time (US & Canada) (pfe mstephens)
6.a Test:
Date L ocation User Value Reason
Oct-21-2020 15:23:23 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Not Applicable
Time (US & Canada) (pfe mstephens)
6.a Result:
Date L ocation User Value Reason
Oct-21-2020 15:23:23 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Not Applicable
Time (US & Canada) (pfe mstephens)
6.a Not Done:
Date L ocation User Value Reason
Oct-21-2020 15:23:23 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Not Applicable
Time (US & Canada) (pfe mstephens)
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090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 2103
Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason
Oct-21-2020 15:23:43 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Oct/21/2020
Time (US & Canada) (pfe mstephens)
2. Randomization Number:
Date L ocation User Value Reason
Oct-21-2020 15:23:43 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens 271797
Time (US & Canada) (pfe mstephens)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1013
Subject No: 10131786

Generated By: pfe.levissc

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

1. Data Origin
Date L ocation User Value Reason
Oct-21-2020 15:23:50 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Oct-21-2020 15:23:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Oct-22-2020 08:08:10 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Oct-21-2020 15:23:50 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Oct-21-2020 15:23:50 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens YES
Time (US & Canada) (pfe mstephens) | Date of Collection:
Oct/21/2020
5a
Date L ocation User Value Reason
Oct-22-2020 08:08:10 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Sample | D: BRC8M4
Time (US & Canada) (pfe mstephens)
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090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1013
Subject No: 10131786

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

5.aSample|D
Date Location User Value Reason
Oct-22-2020 08:08:10 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens BRC8M4
Time (US & Canada) (pfe mstephens)
5b
Date Location User Value Reason
Oct-22-2020 08:08:17 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Sample |D: BRC8M5
Time (US & Canada) (pfe mstephens)
5.b Sample ID
Date L ocation User Value Reason
Oct-22-2020 08:08:17 ACVOPFEINFPE000 | Matthew Data Entry: Initia Entry
(UTC-05:00) Eastern Stephens BRC8M5
Time (US & Canada) (pfe mstephens)
5.c
Date Location User Value Reason
Oct-22-2020 08:08:22 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Sample |D: BRC8M6
Time (US & Canada) (pfe mstephens)
5.c Sample D
Date L ocation User Value Reason
Oct-22-2020 08:08:22 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens BRC8M6
Time (US & Canada) (pfe mstephens)
5d
Date Location User Value Reason
Oct-22-2020 08:08:37 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Sample |D: BSHPKR
Time (US & Canada) (pfe mstephens)
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090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

5.d Sample 1D
Date L ocation User Value Reason
Oct-22-2020 08:08:37 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens BSHPKR
Time (US & Canada) (pfe mstephens)
S5.e
Date L ocation User Value Reason
Oct-22-2020 08:08:43 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Sample|D: BSHPKS
Time (US & Canada) (pfe mstephens)
5.eSample|D
Date L ocation User Value Reason
Oct-22-2020 08:08:43 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens BSHPKS
Time (US & Canada) (pfe mstephens)
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090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1013
Subject No: 10131786

Generated By: pfe.levissc

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin
Date L ocation User Value Reason
Oct-21-2020 15:23:58 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Oct-21-2020 15:23:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NASAL_SWAB
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Oct-22-2020 08:08:54 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Oct-21-2020 15:23:58 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Oct-21-2020 15:23:58 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens YES
Time (US & Canada) (pfe mstephens) | Date of Collection:
Oct/21/2020
5a
Date L ocation User Value Reason
Oct-22-2020 08:08:54 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Sample |D: BRITH3
Time (US & Canada) (pfe mstephens)
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090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

*** Confidential***

5.aSample|D
Date Location User Value Reason
Oct-22-2020 08:08:54 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens BRITH3
Time (US & Canada) (pfe mstephens)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21.04
Site No: 1013

Subject No: 10131786

Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason
Oct-21-2020 15:24:10 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens NO
Time (US & Canada) (pfe mstephens)
2. Treatment Name
Date L ocation User Value Reason
Oct-21-2020 15:24:10 ACVOPFEINFPE000 |autocalc |DataEntry: Initia Entry
(UTC-05:00) Eastern (autocalc) | BLINDED THERAPY
Time (US & Canada)
3. Formulation:
Date L ocation User Value Reason
Oct-21-2020 15:24:10 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INJECTION
Time (US & Canada)
4. Dose Date Time:
Date Location User Value Reason
Oct-21-2020 15:24:10 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Oct/21/2020 11:22
Time (US & Canada) (pfe mstephens)
5. Anatomical Location:
Date L ocation User Value Reason
Oct-21-2020 15:24:10 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE
Time (US & Canada)
6. Body Side:
Date Location User Value Reason
Oct-21-2020 15:24:10 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens LEFT
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090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Site No: 1013

Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

Subject No: 10131786
Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe mstephens)

7. Route:

Date L ocation User Value Reason
Oct-21-2020 15:24:10 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Oct-21-2020 15:24:10 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | THE PROTOCOL SPECIFIED OB

Time (US & Canada) SERVATION PERIOD

administration?

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

*** Confidential***

Date Location User Value Reason
Oct-21-2020 15:24:10 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens YES
Time (US & Canada) (pfe mstephens)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

Form: REACTOGENICITY DIARY - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date L ocation User Value Reason
Oct-21-2020 15:24:17 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry

(UTC-05:00) Eastern Stephens NO - REACTOGENICITY E-DI
Time (US & Canada) (pfe mstephens) | ARY NOT COLLECTED FOR
THIS SUBJECT
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1013

Subject No: 10131786
Generated By: pfe.levissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Nov-12-2020 16:23:22 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Nov/12/2020
Time (US & Canada) (pfe mstephens)
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090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 10-Oct-2020 16:01

Site No: 1013
Subject No: 10131786

Generated By: pfelevissc

Form: VITAL SIGNS- TEMP - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:
Date Location User Value Reason
Nov-12-2020 16:23:48 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Nov/12/2020
Time (US & Canada) (pfe mstephens)
2a
Date L ocation User Value Reason
Nov-12-2020 16:23:48 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Record Identifier 1
Time (US & Canada) (pfe mstephens) | -

Temperature: 359

TemperatureUni C

t:

TemperatureLoc ORAL CAV

ation:: ITY
2.a Record I dentifier:
Date Location User Value Reason
Nov-12-2020 16:23:48 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens 1
Time (US & Canada) (pfe mstephens)
2.a Temperature:
Date L ocation User Value Reason
Nov-13-2020 11:47:38 | ACVOPFEINFP6000 | Astrud vander | Query 1: Closed Response satisfies
(UTC-05:00) Eastern Merwe query
Time (US & Canada) (pfe.vandeab2)
Nov-12-2020 16:24:58 | ACVOPFEINFP6000 | Matthew Query 1. Answered PER
(UTC-05:00) Eastern Stephens INVESTIGATOR
Time (US & Canada) (pfe.mstephens) WITHIN NORMAL

LIMITS

Nov-12-2020 16:23:48 | ACVOPFEINFP6000 | auto query Query 1: Opened Temperature 35.9 C
(UTC-05:00) Eastern (autoquery) isoutside of Normal

Time (US & Canada)

Range 36.1-37.5C.
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090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001
Visit: V2_VAX2 L

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

Form Version: 10-Oct-2020 16:01

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Nov-12-2020 16:23:48 | ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens 359

Time (US & Canada) (pfe.mstephens)

2.aUnit:

Date L ocation User Value Reason
Nov-12-2020 16:23:48 | ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens C

Time (US & Canada) (pfe mstephens)

2.a Temperature Location:

Date L ocation User Value Reason
Nov-12-2020 16:23:48 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens ORAL CAVITY

Time (US & Canada) (pfe mstephens)
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090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 10-Oct-2020 15:58

Site No: 1013
Subject No: 10131786

Generated By: pfe.levissc

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Pand:

Date L ocation User Value Reason
Nov-12-2020 16:24:06 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Not Applicable

Time (US & Canada) (pfe mstephens)

2. Lab Sub-Panel:

Date L ocation User Value Reason
Nov-12-2020 16:24:06 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Not Applicable

Time (US & Canada) (pfe mstephens)

3. Collection Date:

Date L ocation User Value Reason
Nov-12-2020 16:24:06 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Not Applicable

Time (US & Canada) (pfe mstephens)

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason
Nov-12-2020 16:24:06 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Not Applicable

Time (US & Canada) (pfe mstephens)

5. Specimen Type:

Date Location User Value Reason
Nov-12-2020 16:24:06 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Not Applicable

Time (US & Canada) (pfe mstephens)

6.a

Date Location User Value Reason
Nov-12-2020 16:24:06 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
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090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LAB URINALY SIS- PREGNANCY TEST - eCRF Audit Trall
History

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00) Eastern Stephens Sponsor-Defined | Not Appli
Time (US & Canada) (pfe mstephens) | dentifier: cable
Test:: Not Appli
cable
Result:: Not Appli
cable
Not Done:: Not Appli
cable
6.a Sponsor 1D:
Date Location User Value Reason
Nov-12-2020 16:24:06 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Not Applicable
Time (US & Canada) (pfe mstephens)
6.a Test:
Date L ocation User Value Reason
Nov-12-2020 16:24:06 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Not Applicable
Time (US & Canada) (pfe mstephens)
6.a Result:
Date Location User Value Reason
Nov-12-2020 16:24:06 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Not Applicable
Time (US & Canada) (pfe mstephens)
6.a Not Done:
Date L ocation User Value Reason
Nov-12-2020 16:24:06 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Not Applicable
Time (US & Canada) (pfe mstephens)
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090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin
Date L ocation User Value Reason
Nov-12-2020 16:24:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(autocalc) | SITE

2. Sample Type
Date L ocation User Value Reason
Nov-12-2020 16:24:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(autocalc) | NASAL_SWAB

3. Sample Collected?

Date L ocation User Value Reason
Nov-12-2020 17:28:42 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Nov-12-2020 16:24:21 | ACVOPFEINFPG000 | auto query Query 1: Candidate ‘Sample Collected?
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are

entered. Please
review and correct

as appropriate.
Nov-12-2020 16:24:21 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens YES
Time (US & Canada) (pfe mstephens) | Date of Collection:
Nov/12/2020
5a
Date L ocation User Value Reason
Nov-12-2020 17:28:42 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Sample ID: BRITRG
Time (US & Canada) (pfe mstephens)
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Header Text: c4591001
Visit: V2_VAX2 L

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

5.aSample|D

Date L ocation User Value Reason
Nov-12-2020 17:28:42 | ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens BRITRG

Time (US & Canada) (pfe mstephens)
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21.04

Site No: 1013
Subject No: 10131786

Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason
Nov-12-2020 16:24:34 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens NO
Time (US & Canada) (pfe mstephens)
2. Treatment Name
Date L ocation User Value Reason
Nov-12-2020 16:24:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BLINDED THERAPY
Time (US & Canada)
3. Formulation:
Date Location User Value Reason
Nov-12-2020 16:24:34 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INJECTION
Time (US & Canada)
4. Dose Date Time:
Date Location User Value Reason
Nov-12-2020 16:24:34 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Nov/12/2020 15:03
Time (US & Canada) (pfe mstephens)
5. Anatomical Location:
Date L ocation User Value Reason
Nov-12-2020 16:24:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE
Time (US & Canada)
6. Body Side:
Date Location User Value Reason
Nov-12-2020 16:24:34 | ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens LEFT
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Visit: V2_VAX2 L

Site No: 1013
Subject No: 10131786

Header Text: c4591001

Generated By: pfelevissc

Form Version: 22-Apr-2020 21:04

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe mstephens)

7. Route:

Date L ocation User Value Reason
Nov-12-2020 16:24:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Nov-12-2020 16:24:34 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | THE PROTOCOL SPECIFIED OB

Time (US & Canada) SERVATION PERIOD

administration?

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

*** Confidential***

Date L ocation User Value Reason
Nov-12-2020 16:24:34 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens YES
Time (US & Canada) (pfe mstephens)
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:02
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Dec-10-2020 16:04:20 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Dec/10/2020

Time (US & Canada) (pfe mstephens)
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Header Text: c4591001
Visit: V3_MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

(UTC-05:00) Eastern
Time (US & Canada)

1. Data Origin
Date L ocation User Value Reason
Dec-10-2020 16:04:29 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(autocalc) | SITE

(UTC-05:00) Eastern
Time (US & Canada)

2. Sample Type
Date L ocation User Value Reason
Dec-10-2020 16:04:29 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(autocalc) | SERUM

3. Sample Collected?

Date L ocation User Value Reason
Dec-11-2020 08:52:35 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Dec-10-2020 16:04:29 | ACVOPFEINFPE000 | auto query Query 1: Candidate ‘Sample Collected?
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are

entered. Please
review and correct

(UTC-05:00) Eastern
Time (US & Canada)

as appropriate.

Dec-10-2020 16:04:29 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens YES
Time (US & Canada) (pfe mstephens) | Date of Collection:

Dec/10/2020
5a
Date L ocation User Value Reason
Dec-11-2020 08:52:35 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(pfe.ssalmon) | Sample |D: BRHWPR

Page
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Header Text: c4591001
Visit: V3 MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

5.aSample|D

Date Location User Value Reason
Dec-11-2020 08:52:35 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | BRHWPR

Time (US & Canada)

5b

Date Location User Value Reason
Dec-11-2020 08:52:44 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Sample |D: BRHWPS

Time (US & Canada)

5.b Sample ID

Date L ocation User Value Reason
Dec-11-2020 08:52:44 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | BRHWPS

Time (US & Canada)

5.c

Date Location User Value Reason
Dec-11-2020 08:52:57 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssaimon) | sample ID: BRHWPT

Time (US & Canada)

5.c Sample D

Date L ocation User Value Reason
Dec-11-2020 08:52:57 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | BRHWPT

Time (US & Canada)

5d

Date Location User Value Reason
Dec-11-2020 08:53:16 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssaimon) | Sample | D: BS3859

Time (US & Canada)

Page 420 of 629

*** Confidential***

FDA-CBER-2021-5683-0140282




090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

Visit: V3_MONTH1 _POSTVAX2_ L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

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

SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sample 1D

Date L ocation User Value Reason

Dec-11-2020 08:53:16 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssalmon) | BS3859

Time (US & Canada)

S5.e

Date L ocation User Value Reason
Dec-11-2020 08:53:28 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Sample | D: BS385B

Time (US & Canada)

5.eSample|D

Date L ocation User Value Reason
Dec-11-2020 08:53:28 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | BS385B

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 22-Apr-2020 21:03

Site No: 1013
Subject No: 10131786

Generated By: pfe.levissc

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Mar-10-2021 10:35:59 | ACVOPFEINFP6000 | Elizabeth Query 6: Closed Please note, this visit

(UTC-05:00) Eastern Chatburn is no longer marked

Time (US & Canada) (pfe.chatbe) as erroneous, however
the self swab and
nasal swab form are
completed with a
form level comment.
Please clarify or
update data and
complete these pages
with dataand not a
comment.

Mar-09-2021 16:17:51 | ACVOPFEINFP6000 | Matthew Query 6: Answered Changed data per

(UTC-05:00) Eastern Stephens query

Time (US & Canada) (pfe mstephens)

Mar-05-2021 00:58:08 | ACVOPFEINFP6000 | Gajanan Query 6: Reissued:Opened DM : SELF SWAB

(UTC-05:00) Eastern Deshmukh form is unfrozen.

Time (US & Canada) (pfe.deshmg08) Please review and
update.

Mar-04-2021 16:47:09 | ACVOPFEINFP6000 | Matthew Query 6: Answered UNLOCK SELF

(UTC-05:00) Eastern Stephens SWAB CRF PAGE

Time (US & Canada) (pfe mstephens) SO DATA CAN BE
UPDATED.

Mar-04-2021 13:35:38 | ACVOPFEINFP6000 | Elizabeth Query 6: Reissued:Opened DOV has been

(UTC-05:00) Eastern Chatburn completed but SWAB

Time (US & Canada) (pfe.chatbe) PFE and SELF SWAB
forms are not
completed. Please
update

Mar-04-2021 12:06:19 | ACVOPFEINFP6000 | TeenaPatra Query 7: Deleted Query can be

(UTC-05:00) Eastern (pfe.patrat02) addressed internally

Time (US & Canada)

Mar-04-2021 09:42:23 | ACVOPFEINFP6000 | Scott Salmon Query 6: Answered 8/FEB/2021 VISIT IS

(UTC-05:00) Eastern (pfe.ssalmon) CORRECT AS

Time (US & Canada) CHARTED PER
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1013
Subject No: 10131786

Generated By: pfe.levissc

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

SOURCE. FURTHER
INQUIRY
REVEALED
CORROBORATING
FOR THISVISIT.

Mar-04-2021 06:24:08 | ACVOPFEINFP6000 | Maerato Moloi | Query 6: Reissued:Opened DM: Thisvisitisno

(UTC-05:00) Eastern (pfe moloim) longer marked as

Time (US & Canada) erroneous, please
review if thisvisit
occurred or not. If the
visit did not occur
,please go to right side
upper corner icon and
select Not Applicable
asform level
comment for all
forms.

Mar-04-2021 03:49:17 | ACVOPFEINFP6000 | Swapna Query 3: Closed As per site

(UTC-05:00) Eastern Varikuti confirmation -

Time (US & Canada) (pfe.variks) updated PD tracker

Mar-03-2021 16:00:05 | ACVOPFEINFPE000 | auto query Query 7: Candidate Date of Visitis

(UTC-05:00) Eastern (autoquery) completed but Date of

Time (US & Canada) Collection in both
Nasal Swab Self and
Nasa Swab are
missing. Please
review and update as
appropriate.

Mar-03-2021 14:29:54 | ACVOPFEINFP6000 | Scott Salmon Query 6: Answered ALL CRF PAGES

(UTC-05:00) Eastern (pfe.ssalmon) HAVE BEEN

Time (US & Canada) UPDATED TO NOT
APPLICABLE. NO
FORM LEVEL
COMMENT OPTION
FOR
DOV/ERRONEOUS
VISIT.

Mar-03-2021 13:57:20 | ACVOPFEINFP6000 | Elizabeth Query 5: Closed issued clarifying

(UTC-05:00) Eastern Chatburn query

Time (US & Canada) (pfe.chatbe)

Mar-03-2021 13:51:09 | ACVOPFEINFP6000 | Elizabeth Query 6: Reissued:Opened Visit is marked

(UTC-05:00) Eastern Chatburn erroneous, but there

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1013
Subject No: 10131786

Generated By: pfe.levissc

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.chatbe) are data present on the
IlIness Details form,
the Healthcare
Utilization form and
the Self Swab form. If
thisvisit is erroneous
these forms need to be
completed as NOT
DONE or NOT
APPLICABLE

Mar-03-2021 12:37:52 | ACVOPFEINFP6000 | Matthew Query 6: Answered CORRECT AS

(UTC-05:00) Eastern Stephens RECORDED. DATE

Time (US & Canada) (pfe mstephens) CANNOT BE
DELETED FROM
EDC. ERRONEOUS
ISCORRECT AS
THISVISIT WAS
ENTERED IN
ERROR.

Mar-03-2021 11:37:21 | ACVOPFEINFP6000 | Steven Findlli Query 4: Closed new query issued

(UTC-05:00) Eastern (pfefinels)

Time (US & Canada)

Mar-03-2021 11:30:08 | ACVOPFEINFP6000 | Behnaz Query 6: Opened Erroneous Visit is

(UTC-05:00) Eastern Yousefzadeh- marked, but date of

Time (US & Canada) K hiabani visit is entered. Please

(pfe.youseb01) either untick the
erroneous visit button
if visit occurred, or
mark any forms
containing data within
thisvisit as Not
Done/Not Applicable
at theform level.

Mar-03-2021 08:15:44 | ACVOPFEINFPG000 | Scott Salmon Query 5: Answered CRF PAGES

(UTC-05:00) Eastern (pfe.ssalmon) UPDATED, THANK

Time (US & Canada) YOU.

Mar-03-2021 08:15:11 | ACVOPFEINFP6000 | Scott Salmon Query 4: Answered CRF PAGES

(UTC-05:00) Eastern (pfe.ssalmon) CORRECTED AND

Time (US & Canada) UPDATED.

Mar-03-2021 08:14:28 | ACVOPFEINFP6000 | Scott Salmon Query 3: Answered VISIT ENTERED IN

(UTC-05:00) Eastern (pfe.ssalmon) ERROR.

Time (US & Canada)
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Header Text: c4591001

on Feb/08/2021

SiteNo: 1013
Subject No: 10131786

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

Generated By: pfe.levissc

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Mar-03-2021 08:09:42
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 6: Candidate

Erroneous Visit is
marked, but date of
visit isentered. Please
either untick the
erroneous visit button
if visit occurred, or
mark any forms
containing data within
thisvisit as Not
Done/Not Applicable
at the form level.

Mar-03-2021 06:30:01
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Rose Madelein
(pfe rosem19)

Query 4: Reissued:Opened

DM: Formsis
unfreeze. Please
review and update as

appropriate.

Mar-03-2021 04:19:59
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Swapna
Varikuti
(pfe.variks)

Query 3: Reissued:Opened

PDQ RQ2: Thank you
for the response,
however NASAL
CRF page updated as
NOT Applicable.
Hence please check
and update the swab
pages as per below
query else clarify.

Mar-03-2021 03:33:50
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Cavinvan
Schalkwyk
(pfe.vanscc0l1)

Query 5: Reissued:Opened

DM: Please update
data per query
response provided.
Thank you.

Mar-02-2021 14:49:08
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Scott Salmon
(pfe.ssalmon)

Query 5: Answered

ERRONEOUS VISIT.
PLEASE UNFREEZE
DOV AND SELF
SWAB TO
CORRECT AND
UPDATE, THANK
YOU.

Mar-02-2021 14:48:31
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Scott Salmon
(pfe.ssalmon)

Query 4: Answered

8/FEB/2021 VISIT
ERRONEOUS.
PLEASE UNFREEZE
DOV AND SELF
SWAB CRFTO
CORRECT AND
UPDATE, THANK
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1013
Subject No: 10131786

Generated By: pfe.levissc

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

YOU.

Mar-02-2021 10:24:27
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

Date of Visitis
completed but Date of
Assessment in the
Signs and Symptoms
formis missing.
Please review and
update as appropriate.

Teena Patra
(pfe.patrat02)

Query 5: Opened

Mar-02-2021 10:24:27
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Date of Visit is
completed but Date of
Collection in both
Nasa Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Teena Patra
(pfe.patrat02)

Query 4: Opened

Mar-02-2021 09:28:52
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

Date of Visitis
completed but Date of
Assessment in the
Signs and Symptoms
formis missing.
Please review and
update as appropriate.

auto query
(autoquery)

Query 5: Candidate

Mar-02-2021 09:25:36
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG6000

Date of Visit is
completed but Date of
Collection in both
Nasal Swab Sdlf and
Nasal Swab are
missing. Please
review and update as
appropriate.

auto query
(autoquery)

Query 4: Candidate

Mar-02-2021 09:25:36
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 3: Answered Answer Auto Query

Mar-02-2021 01:47:01
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

Swapna
Varikuti
(pfe.variks)

Query 3: Reissued:Opened PDQ RQ1: Thank you
for the response, the
form is unfrozen now,
please check and

update else clarify.

Mar-01-2021 10:01:05
(UTC-05:00) Eastern

ACVOPFEINFP6000

Matthew
Stephens

PLEASE UNLOCK
THE NASAL SWAB

Query 3: Answered
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1013
Subject No: 10131786

Generated By: pfe.levissc

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe mstephens) CRF PAGES SO
DATA CAN BE
UPDATED.

Feb-25-2021 04:05:52 | ACVOPFEINFP6000 | Swapna Query 3: Opened PDQ : Details of

(UTC-05:00) Eastern Varikuti Sample ID (barcode)

Time (US & Canada) (pfe.variks) and collection date for
either Nasal Swab
Self or Nasal Swab
expected to be
completed. Please
check and update else
clarify.

Feb-24-2021 16:24:34 | ACVOPFEINFP6000 | auto query Query 3: Candidate Date of Visitis

(UTC-05:00) Eastern (autoquery) completed but Date of

Time (US & Canada) Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Feb-19-2021 14:32:05 | ACVOPFEINFPE000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Feb-19-2021 14:30:57 | ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Feb-19-2021 14:29:14 | ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visit is

(UTC-05:00) Eastern (autoquery) completed but Date of

Time (US & Canada) Assessment in the
Signs and Symptoms
form ismissing.
Please review and
update as appropriate.

Feb-19-2021 14:29:14 | ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis

(UTC-05:00) Eastern (autoquery) completed but Date of

Time (US & Canada)

Collection in both
Nasal Swab Self and
Nasa Swab are
missing. Please
review and update as
appropriate.
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Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1013
Subject No: 10131786

Generated By: pfe.levissc

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Feb-19-2021 14:29:14 | ACVOPFEINFP6000 | Scott Salmon Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) Feb/8/2021
Time (US & Canada)
2. Erroneous Visit
Date Location User Value Reason
Mar-03-2021 15:54:25 ACVOPFEINFP6000 | Scott Salmon | Data Entry: New Information
(UTC-05:00) Eastern (pfe.ssalmon)
Time (US & Canada)
Mar-03-2021 08:09:42 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | ERRONEOUSVISIT
Time (US & Canada)
3. COVID-19 IlIness Visit:
Date L ocation User Value Reason
Feb-19-2021 14:29:14 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |COVID_A
Time (US & Canada)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Feb/08/2021 Audit Trail History
Form Version: 14-Jan-2021 02:23 Form Status. Data Complete, Answered Queries
Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786
Generated By: pfe.levissc

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason

Mar-03-2021 15:56:16 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssalmon) | Feb/8/2021

Time (US & Canada)

Mar-03-2021 15:54:43 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssalmon)

Time (US & Canada)

Mar-02-2021 09:32:35 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable

Time (US & Canada)

Mar-02-2021 09:28:52 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Transcription Error

(UTC-05:00) Eastern (pfe.ssalmon)

Time (US & Canada)

Feb-19-2021 14:30:57 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssalmon) | Feb/8/2021

Time (US & Canada)

2. Date of First Symptom Started:

Date L ocation User Value Reason

Mar-12-2021 13:07:12 | ACVOPFEINFP6000 | Matthew Query 1: Answered VISIT OCCURED

(UTC-05:00) Eastern Stephens AS A SEPERATE

Time (US & Canada) (pfe mstephens) ILLNESSVISIT.
DOCUMENTED IN
SOURCE ASA
SEPERATE VISIT,
ON DIFFERENT
DATES.

Mar-12-2021 09:47:00 [ ACVOPFEINFP6000 | VrundaParikh | Query 1: Reissued:Opened CLINQUERY:Per

(UTC-05:00) Eastern (pfe.parikv06) CCG,if new

Time (US & Canada) symptoms are
experienced during
the SAME IlIness
visit period (e.g.
COVID_A dates of
02Feb are captured
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on Feb/08/2021

Form Version: 14-Jan-2021 02:23

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History
Form Status: Data Complete, Answered Queries

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

under COVID_B
dates), the symptoms
should be added to
the existing SOD
CRF(new illness visit
should not be
initiated).

Mar-11-2021 10:18:10
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Matthew
Stephens
(pfe mstephens)

Query 1: Answered

CANNOT DELETE
VISIT ASSUBJECT
CAME IN AND
VISIT OCCURRED.
DATA IS CORRECT
ASRECORDED
PER CRC.

Mar-11-2021 09:20:55
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Vrunda Parikh
(pfe.parikv06)

Query 1: Reissued:Opened

CLINQUERY: If
same symptoms and
overlapping dates,
please note only one
illness visit should be
conducted. Please
therefore mark
COVID_Avisitas
Erroneous Visit on
the DOV CRF and
remove al data
under the visit with
form level comments
of N/A

Mar-11-2021 07:44:27
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Matthew
Stephens
(pfe mstephens)

Query 1. Answered

PER CRC SITE
WASUNABLETO
SEND SWAB, SO
SUBJECT CAMEIN
FOR SAME
ISSUES.

Mar-10-2021 09:21:58
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Vrunda Parikh
(pfe.parikv06)

Query 1: Reissued:Opened

CLINQUERY: For
the second COV ILL
visit, symptoms are
noted to have started
30Jan2021 which is
BEFORE the start
date of COVID_A
02FEB2021. Please
review and update
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Form Version: 14-Jan-2021 02:23

SiteNo: 1013
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Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History
Form Status: Data Complete, Answered Queries
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Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Start/End dates if
appropriate or else
clarify the overlaps.

Mar-09-2021 13:33:08 | ACVOPFEINFP6000 | Matthew Query 1: Answered SYMPTOMS

(UTC-05:00) Eastern Stephens STOPPED ON

Time (US & Canada) (pfe mstephens) 2/FEB/2021.
SUBJECT CAMEIN
FOR A SECOND
COVID ILLNESS
VISIT ON
26FEB2021

Mar-05-2021 15:28:40 | ACVOPFEINFP6000 | VrundaParikh | Query 1. Opened CLINQUERY:

(UTC-05:00) Eastern (pfe.parikv06) COVID_B

Time (US & Canada) symptoms are noted
to have started 30Jan
and ended
26Feb2021.
COVID_A
symptoms lasted on
02FEB2021 - doesn't
this overlap with
COVID_Billness
visit dates? Please
review and update
CRF as appropriate.
Or else clarify.

Mar-03-2021 15:56:16 | ACVOPFEINFP6000 | Scott Salmon Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssalmon) Feb/2/2021

Time (US & Canada)

Mar-03-2021 15:54:43 | ACVOPFEINFP6000 | Scott Salmon Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssalmon)

Time (US & Canada)

Mar-02-2021 09:32:35 | ACVOPFEINFP6000 | Scott Salmon Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssalmon) Not Applicable

Time (US & Canada)

Mar-02-2021 09:29:07 | ACVOPFEINFP6000 | Scott Salmon Data Entry: Transcription Error

(UTC-05:00) Eastern (pfe.ssalmon)

Time (US & Canada)

Feb-19-2021 14:30:57 | ACVOPFEINFP6000 | Scott Salmon Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssalmon) Feb/2/2021

Time (US & Canada)
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3. Symptoms Ongoing?

Date L ocation User Value Reason
Mar-03-2021 23:57:22 | ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies
(UTC-05:00) Eastern Bouguermouh query

Time (US & Canada) (pfe.bougus)

Mar-03-2021 15:56:16 | ACVOPFEINFP6000 | Scott Salmon Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssalmon) NO

Time (US & Canada) Date of Last Symptom Resolv

ed:
Feb/2/2021

Mar-03-2021 15:54:43 | ACVOPFEINFPG000 | Scott Salmon Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssalmon)

Time (US & Canada)

Mar-03-2021 08:16:52 | ACVOPFEINFP6000 | Scott Salmon Query 1: Answered VISIT ENTERED

(UTC-05:00) Eastern (pfe.ssalmon) IN ERROR.

Time (US & Canada) ILLNESSVISIT
CONDUCTED
26/FEB/2021.

Mar-03-2021 01:47:17 | ACVOPFEINFPE000 | Salim Query 1: Reissued:Opened Medical monitor:

(UTC-05:00) Eastern Bouguermouh Please confirm that

Time (US & Canada) (pfe.bougus) the subject had a
diagnosis of
pneumonia without
experiencing any
respiratory
symptoms or fever.
"Transcription
Error" isnot an
expected answer

Mar-02-2021 09:32:35 | ACVOPFEINFP6000 | Scott Salmon Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssalmon) Not Applicable

Time (US & Canada)

Mar-02-2021 09:29:20 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Mar-02-2021 09:29:20 | ACVOPFEINFP6000 | Scott Salmon Data Entry: Transcription Error

(UTC-05:00) Eastern (pfe.ssalmon)

Time (US & Canada)
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Audit Trail History
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Generated Time (GMT): 29-Mar-2021 04:21
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Mar-01-2021 23:06:15 | ACVOPFEINFPE000 | Salim Query 1: Reissued:Opened Medical monitor:

(UTC-05:00) Eastern Bouguermouh Please confirm that

Time (US & Canada) (pfe.bougus) the subject had a
diagnosis of
pneumonia without
experiencing any
respiratory
symptoms or fever.

Mar-01-2021 10:00:09 | ACVOPFEINFP6000 | Matthew Query 1: Answered PNEUMONIA IS

(UTC-05:00) Eastern Stephens NOT A

Time (US & Canada) (pfe mstephens) SYMPTOM. ONLY
SYMPTOMSLAST
DATE WOULD BE
CAPUTRED.
CORRECT AS
RECORDED.

Feb-22-2021 10:59:42 ACVOPFEINFP6000 | Salim Query 1: Opened Clin: It was stated in

(UTC-05:00) Eastern Bouguermouh the SAE report

Time (US & Canada) (pfe.bougus) #2021132689 that
the subject
experienced
Covid-19
Pneumoniaon
02Feb2021 and this
is still ongoing.
Please review and
update the Date of
Last Symptom
Resolved

Feb-19-2021 14:30:57 ACVOPFEINFP6000 | Scott Salmon Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssalmon) NO

Time (US & Canada) Date of Last Symptom Resolv

ed:
Feb/2/2021

4.a

Date L ocation User Value Reason

Mar-03-2021 15:56:16 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssalmon) | Symptoms: FEVER

Time (US & Canada) Symptom Present: NO
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Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Mar-03-2021 15:54:43 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Symptoms: FEVER
Time (US & Canada) Symptom Present:
Mar-02-2021 09:32:35 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssamon) | symptoms: FEVER
Time (US & Canada) Symptom Presen Not Applicab
t: le

Mar-02-2021 09:29:49 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Transcription Error
(UTC-05:00) Eastern (pfe.ssalmon) | Symptoms: FEVER
Time (US & Canada) Symptom Present:
Feb-19-2021 14:30:57 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssamon) | Symptoms: FEVER
Time (US & Canada) Symptom Present: NO
4.a Symptoms:
Date L ocation User Value Reason
Feb-19-2021 14:30:57 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | FEVER
Time (US & Canada)
4.a Was symptom present?
Date L ocation User Value Reason
Mar-03-2021 15:56:16 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | NO
Time (US & Canada)
Mar-03-2021 15:54:43 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon)
Time (US & Canada)
Mar-02-2021 09:32:35 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable
Time (US & Canada)
Mar-02-2021 09:29:49 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Transcription Error
(UTC-05:00) Eastern (pfe.ssalmon)
Time (US & Canada)
Feb-19-2021 14:30:57 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
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Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
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Form Status: Data Complete, Answered Queries
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Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21
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(UTC-05:00) Eastern (pfe.ssailmon) | NO
Time (US & Canada)
4b
Date L ocation User Value Reason
Mar-03-2021 15:56:16 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) Symptoms NEW OR INCREA
Time (US & Canada) SED COUGH

Symptom NO

Present:
Mar-03-2021 15:54:43 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) symptoms NEW OR INCREA
Time (US & Canada) : SED COUGH

Symptom

Present:
Mar-02-2021 09:32:35 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) symptoms NEW OR INCREA
Time (US & Canada) : SED COUGH

Symptom Not Applicable

Present:
Mar-02-2021 09:30:10 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Transcription Error
(UTC-05:00) Eastern (pfe.ssalmon) a/mptoms NEW OR INCREA
Time (US & Canada) : SED COUGH

Symptom

Present:
Feb-19-2021 14:30:57 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) symptoms NEW OR INCREA
Time (US & Canada) : SED COUGH

Symptom NO

Present:
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4.b Symptoms:
Date L ocation User Value Reason
Feb-19-2021 14:30:57 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | NEW OR INCREASED COUGH
Time (US & Canada)
4.b Was symptom present?
Date L ocation User Value Reason
Mar-03-2021 15:56:16 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ NO
Time (US & Canada)
Mar-03-2021 15:54:43 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon)
Time (US & Canada)
Mar-02-2021 09:32:35 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable
Time (US & Canada)
Mar-02-2021 09:30:10 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Transcription Error
(UTC-05:00) Eastern (pfe.ssalmon)
Time (US & Canada)
Feb-19-2021 14:30:57 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ NO
Time (US & Canada)
4.c
Date L ocation User Value Reason
Mar-03-2021 15:56:16 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Sympto NEW OR INCREASE
Time (US & Canada) ms: D SHORTNESS OF B
REATH

Sympto NO

m Prese

nt:
Mar-03-2021 15:54:43 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Sympto NEW OR INCREASE
Time (US & Canada) ms: D SHORTNESS OF B

REATH
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Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Sympto
m Prese
nt:

Mar-02-2021 09:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | Scott Salmon

(pfe.ssalmon)

Data Entry:

Sympto NEW OR INCREASE

ms: D SHORTNESS OF B
REATH

Sympto Not Applicable
m Prese
nt:

Initial Entry

Mar-02-2021 09:30:29
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | Scott Salmon

(pfe.ssalmon)

Data Entry:

Sympto NEW OR INCREASE

ms: D SHORTNESS OF B
REATH

Sympto

m Prese

nt:

Transcription Error

Feb-19-2021 14:30:57

ACVOPFEINFP6000 | Scott Salmon

Data Entry:

Initial Entry

(UTC-05:00) Eastern (pfe.ssalmon) | sympto NEW OR INCREASE
Time (US & Canada) ms: D SHORTNESS OF B
REATH
Sympto NO
m Prese
nt:
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4.c Symptoms:
Date L ocation User Value Reason
Feb-19-2021 14:30:57 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | NEW OR INCREASED SHORT
Time (US & Canada) NESS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Mar-03-2021 15:56:16 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ NO
Time (US & Canada)
Mar-03-2021 15:54:43 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon)
Time (US & Canada)
Mar-02-2021 09:32:35 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable
Time (US & Canada)
Mar-02-2021 09:30:29 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Transcription Error
(UTC-05:00) Eastern (pfe.ssalmon)
Time (US & Canada)
Feb-19-2021 14:30:57 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ NO
Time (US & Canada)
4d
Date L ocation User Value Reason
Mar-03-2021 15:56:16 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(L_JTC—OS:OO) Eastern (pfe.ssalmon) | Symptoms: CHILLS
Time (US & Canada) Symptom Present: NO
Mar-03-2021 15:54:43 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(l_JTC-OS:OO) Eastern (pfe.ssalmon) | Symptoms: CHILLS
Time (US & Canada) Symptom Present:
Mar-02-2021 09:32:35 ACVOPFEINFP6000 | Scott Selmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.sslmon) | Symptoms: CHILLS
Time (US & Canada)
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Generated By: pfe.levissc

- Unscheduled Visit

Form Version: 14-Jan-2021 02:23

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Answered Queries

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

*** Confidential***

Symptom Presen Not Applicab

t: le
Mar-02-2021 09:30:44 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Transcription Error
(QTC—OS:OO) Eastern (pfe.ssalmon) | Symptoms: CHILLS
Time (US & Canada) Symptom Present:
Feb-19-2021 14:30:57 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(QTC-OS:OO) Eastern (pfe.ssamon) | Ssymptoms: CHILLS
Time (US & Canada) Symptom Present: NO
4.d Symptoms:
Date L ocation User Value Reason
Feb-19-2021 14:30:57 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | CHILLS
Time (US & Canada)
4.d Was symptom present?
Date L ocation User Value Reason
Mar-03-2021 15:56:16 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ NO
Time (US & Canada)
Mar-03-2021 15:54:43 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon)
Time (US & Canada)
Mar-02-2021 09:32:35 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable
Time (US & Canada)
Mar-02-2021 09:30:44 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Transcription Error
(UTC-05:00) Eastern (pfe.ssalmon)
Time (US & Canada)
Feb-19-2021 14:30:57 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ NO
Time (US & Canada)
4e
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 14-Jan-2021 02:23
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Answered Queries

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Mar-03-2021 15:56:16 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Symptom NEW OR INCREAS
Time (US & Canada) s ED MUSCLE PAIN

Symptom NO

Present:
Mar-03-2021 15:54:43 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Symptom NEW OR INCREAS
Time (US & Canada) s ED MUSCLE PAIN

Symptom

Present:
Mar-02-2021 09:32:35 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Symptom NEW OR INCREAS
Time (US & Canada) s ED MUSCLE PAIN

Symptom Not Applicable

Present:
Mar-02-2021 09:31:32 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Transcription Error
(UTC-05:00) Eastern (pfe.ssalmon) | Symptom NEW OR INCREAS
Time (US & Canada) s ED MUSCLE PAIN

Symptom

Present:
Feb-19-2021 14:30:57 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.sslmon) | Symptom NEW OR INCREAS
Time (US & Canada) s ED MUSCLE PAIN

Symptom NO

Present:
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Header Text: c4591001

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

on Feb/08/2021 Audit Trail History
Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries
SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786
Generated By: pfe.levissc

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Back to Form

4.e Symptoms:
Date L ocation User Value Reason
Feb-19-2021 14:30:57 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | NEW OR INCREASED MUSCL
Time (US & Canada) E PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Mar-03-2021 15:56:16 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ NO
Time (US & Canada)
Mar-03-2021 15:54:43 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon)
Time (US & Canada)
Mar-02-2021 09:32:35 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable
Time (US & Canada)
Mar-02-2021 09:31:32 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Transcription Error
(UTC-05:00) Eastern (pfe.ssalmon)
Time (US & Canada)
Feb-19-2021 14:30:57 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | NO
Time (US & Canada)
4.f
Date L ocation User Value Reason
Mar-03-2021 15:56:16 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Symptoms NEW LOSS OF TA
Time (US & Canada) : STE OR SMELL

Symptom NO

Present:
Mar-03-2021 15:54:43 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Symptoms NEW LOSS OF TA
Time (US & Canada) : STE OR SMELL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 14-Jan-2021 02:23

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Audit Trail History

Form Status: Data Complete, Answered Queries

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Symptom

Present:
Mar-02-2021 09:32:35 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) Symptoms NEW LOSS OF TA
Time (US & Canada) : STE OR SMELL

Symptom Not Applicable
Present:

Mar-02-2021 09:31:45 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Transcription Error
(UTC-05:00) Eastern (pfe.ssalmon) Symptoms NEW LOSS OF TA
Time (US & Canada) : STE OR SMELL

Symptom

Present:
Feb-19-2021 14:30:57 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) symptoms NEW LOSS OF TA
Time (US & Canada) : STE OR SMELL

Symptom NO

Present:
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Header Text: c4591001

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

on Feb/08/2021 Audit Trail History
Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries
SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786
Generated By: pfe.levissc

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

4.f Symptoms:
Date L ocation User Value Reason
Feb-19-2021 14:30:57 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | NEW LOSS OF TASTE OR SME
Time (US & Canada) LL
4.f Was symptom present?
Date L ocation User Value Reason
Mar-03-2021 15:56:16 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ NO
Time (US & Canada)
Mar-03-2021 15:54:43 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon)
Time (US & Canada)
Mar-02-2021 09:32:35 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable
Time (US & Canada)
Mar-02-2021 09:31:45 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Transcription Error
(UTC-05:00) Eastern (pfe.ssalmon)
Time (US & Canada)
Feb-19-2021 14:30:57 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ NO
Time (US & Canada)
449
Date L ocation User Value Reason
Mar-03-2021 15:56:16 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Symptom NEW OR INCREAS
Time (US & Canada) s ED SORE THROAT

Symptom NO

Present:
Mar-03-2021 15:54:43 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Symptom NEW OR INCREAS
Time (US & Canada) s ED SORE THROAT

Symptom

Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 14-Jan-2021 02:23
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Audit Trail History

Form Status: Data Complete, Answered Queries
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Mar-02-2021 09:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | Scott Salmon

(pfe.ssalmon)

Data Entry:

Symptom NEW OR INCREAS
s ED SORE THROAT
Symptom Not Applicable
Present:

Initial Entry

Mar-02-2021 09:31:58 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Transcription Error
(UTC-05:00) Eastern (pfe.ssalmon) | Symptom NEW OR INCREAS
Time (US & Canada) s ED SORE THROAT

Symptom

Present:
Feb-19-2021 14:30:57 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Symptom NEW OR INCREAS
Time (US & Canada) s ED SORE THROAT

Symptom NO

Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 1
on Feb/08/2021

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

- Unscheduled Visit

Form Version: 14-Jan-2021 02:23

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Answered Queries

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

*** Confidential***

FDA-CBER-2021-5683-0140307

4.9 Symptoms:
Date L ocation User Value Reason
Feb-19-2021 14:30:57 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | NEW OR INCREASED SORE T
Time (US & Canada) HROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Mar-03-2021 15:56:16 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ NO
Time (US & Canada)
Mar-03-2021 15:54:43 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon)
Time (US & Canada)
Mar-02-2021 09:32:35 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable
Time (US & Canada)
Mar-02-2021 09:31:58 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Transcription Error
(UTC-05:00) Eastern (pfe.ssalmon)
Time (US & Canada)
Feb-19-2021 14:30:57 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ NO
Time (US & Canada)
4.h
Date L ocation User Value Reason
Mar-03-2021 15:56:16 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Symptoms: DIARRHE
Time (US & Canada) A

Symptom Present YES
Mar-03-2021 15:54:43 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Symptoms: DIARRHE
Time (US & Canada) A

Symptom Present
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 14-Jan-2021 02:23
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Audit Trail History
Form Status: Data Complete, Answered Queries

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Mar-02-2021 09:32:35 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.sslmon) | Ssymptoms: DIARRHEA
Time (US & Canada) Symptom Presen Not Applicab

t: le
Mar-02-2021 09:32:08 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Transcription Error
(UTC-05:00) Eastern (pfe.ssalmon) | Symptoms: DIARRHE
Time (US & Canada) A

Symptom Present
Feb-19-2021 14:30:57 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssamon) | Symptoms: DIARRHE
Time (US & Canada) A

Symptom Present YES
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Header Text: c4591001

Visit: POT_COVID_ILL 1
on Feb/08/2021

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

- Unscheduled Visit

Form Version: 14-Jan-2021 02:23

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

Form Status: Data Complete, Answered Queries

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

*** Confidential***

FDA-CBER-2021-5683-0140309

4.h Symptoms:
Date L ocation User Value Reason
Feb-19-2021 14:30:57 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | DIARRHEA
Time (US & Canada)
4.h Was symptom present?
Date L ocation User Value Reason
Mar-03-2021 15:56:16 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | YES
Time (US & Canada)
Mar-03-2021 15:54:43 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon)
Time (US & Canada)
Mar-02-2021 09:32:35 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable
Time (US & Canada)
Mar-02-2021 09:32:08 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Transcription Error
(UTC-05:00) Eastern (pfe.ssalmon)
Time (US & Canada)
Feb-19-2021 14:30:57 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | YES
Time (US & Canada)
4.
Date L ocation User Value Reason
Mar-03-2021 15:56:16 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Symptoms: VOMITIN
Time (US & Canada) G

Symptom Present NO
Mar-03-2021 15:54:43 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Symptoms: VOMITIN
Time (US & Canada) G

Symptom Present
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 14-Jan-2021 02:23

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Audit Trail History

Form Status: Data Complete, Answered Queries

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Mar-02-2021 09:32:35 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | symptoms: VOMITING
Time (US & Canada) Symptom Presen Not Applicab

t: le
Mar-02-2021 09:32:18 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Transcription Error
(UTC-05:00) Eastern (pfe.ssalmon) | Symptoms: VOMITIN
Time (US & Canada) G

Symptom Present
Feb-19-2021 14:30:57 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssamon) | Symptoms: VOMITIN
Time (US & Canada) G

Symptom Present NO
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 14-Jan-2021 02:23

SiteNo: 1013
Subject No: 10131786

Generated By: pfe.levissc

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Answered Queries

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

4.i Symptoms:

Date L ocation User Value Reason
Feb-19-2021 14:30:57 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | VOMITING

Time (US & Canada)

4.i Was symptom present?

Date L ocation User Value Reason
Mar-03-2021 15:56:16 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ NO

Time (US & Canada)

Mar-03-2021 15:54:43 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon)

Time (US & Canada)

Mar-02-2021 09:32:35 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable

Time (US & Canada)

Mar-02-2021 09:32:18 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Transcription Error
(UTC-05:00) Eastern (pfe.ssalmon)

Time (US & Canada)

Feb-19-2021 14:30:57 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ NO

Time (US & Canada)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 06-Jul-2020 21:54

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason

Feb-19-2021 14:31:40 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

2. Specimen Type:

Date L ocation User Value Reason

Feb-19-2021 14:31:40 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

3. Specimen Collection Location:

Date L ocation User Value Reason

Feb-19-2021 14:31:40 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssalmon) | Not Done

Time (US & Canada)

4. Assay Code and Description:

Date L ocation User Value Reason

Feb-19-2021 14:31:40 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

5. Device Type:

Date Location User Value Reason

Feb-19-2021 14:31:40 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

6. Trade Name:

Date Location User Value Reason

Feb-19-2021 14:31:40 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 06-Jul-2020 21:54

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00) Eastern (pfe.ssalmon) | Not Done
Time (US & Canada)
7. Test Result:
Date L ocation User Value Reason
Feb-19-2021 14:31:40 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
8. Comments/Findingy/Details:
Date L ocation User Value Reason
Feb-19-2021 14:31:40 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
9. Trade Name Other, Specify:
Date L ocation User Value Reason
Feb-19-2021 14:31:40 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 22-Apr-2020 21:03

Site No: 1013
Subject No: 10131786

Generated By: pfe.levissc

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin
Date L ocation User Value Reason
Mar-09-2021 16:17:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(autocalc) | Not Applicable

Mar-03-2021 16:00:05 ACVOPFEINFP6000 |autocac |DataEntry: New Information
(UTC-05:00) Eastern (autocalc)

Time (US & Canada)

Feb-19-2021 14:32:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Mar-09-2021 16:17:23 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(autocalc) | Not Applicable

Mar-03-2021 16:00:05 ACVOPFEINFP6000 |autocalc |DataEntry: New Information
(UTC-05:00) Eastern (autocalc)
Time (US & Canada)
Feb-19-2021 14:32:05 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NASAL_SWAB_SELF
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Mar-09-2021 16:17:23 | ACVOPFEINFP6000 | Matthew Data Entry: Initia Entry
(UTC-05:00) Eastern Stephens Not Applicable
Time (US & Canada) (pfe.mstephens)
Mar-03-2021 16:00:05 | ACVOPFEINFP6000 | auto query Query 5: Closed Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Mar-03-2021 16:00:05 | ACVOPFEINFP6000 | auto query Query 4: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
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Header Text: c4591001

on Feb/08/2021

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

*** Confidential***

Time (US & Canada)

Mar-03-2021 16:00:05 | ACVOPFEINFP6000 | Scott Salmon Data Entry: New Information

(UTC-05:00) Eastern (pfe.ssalmon)

Time (US & Canada)

Mar-03-2021 15:57:59 | ACVOPFEINFP6000 | auto query Query 5: Opened Date of Collectionis

(UTC-05:00) Eastern (autoquery) more than 4 days

Time (US & Canada) after Date of Last
Symptom Resolved
on the Signs and
Symptoms formin
the same visit. Please
review and update as
appropriate.

Mar-03-2021 15:57:59 | ACVOPFEINFP6000 | auto query Query 4: Candidate 'Sample Collected?

(UTC-05:00) Eastern (autoquery) is Yes, however no

Time (US & Canada) barcodes are entered.
Please review and
correct as
appropriate.

Mar-03-2021 15:57:59 | ACVOPFEINFP6000 | Scott Salmon Data Entry: New Information

(UTC-05:00) Eastern (pfe.ssalmon) YES

Time (US & Canada) Date of Collection:

Feb/8/2021

Feb-24-2021 23:28:39 | ACVOPFEINFP6000 | Azeemuddin Query 2: Closed Reason updated

(UTC-05:00) Eastern Mohammed

Time (US & Canada) (pfe mohaall?)

Feb-24-2021 16:24:55 | ACVOPFEINFP6000 | auto query Query 3: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Feb-24-2021 16:24:34 | ACVOPFEINFP6000 | auto query Query 3: Opened 'Sample Collected?

(UTC-05:00) Eastern (autoquery) ismarked as No and

Time (US & Canada) 'If no sample was
collected or sample
was not collected
according to
protocol, please
provide reason' is
missing. Please
review and update as
appropriate.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 22-Apr-2020 21:03

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Feb-24-2021 16:24:34 | ACVOPFEINFP6000 | auto query Query 2: Answered Answer Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Feb-24-2021 16:24:34 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Feb-24-2021 16:24:34 | ACVOPFEINFP6000 | Matthew Data Entry: Transcription Error

(UTC-05:00) Eastern Stephens NO

Time (US & Canada) (pfe.mstephens)

Feb-22-2021 13:56:07 | ACVOPFEINFP6000 | Jennifer Riddle | Query 2: Reissued:Opened DM: Because sample

(UTC-05:00) Eastern (pferiddlj) was collected outside

Time (US & Canada) the protocol window
of within 4 days after
symptoms resolved,
please provide the
reason in'lf no
sample was collected
or sample was not
collected according
to protocol, please
provide reason' field.

Feb-22-2021 10:14:01 | ACVOPFEINFP6000 | Scott Salmon Query 2: Answered CORRECT AS

(UTC-05:00) Eastern (pfe.ssalmon) CHARTED;

Time (US & Canada) SUBJECT
AVAILABILITY.

Feb-22-2021 07:30:26 | ACVOPFEINFP6000 | Roshni Nair Query 1: Opened 'Sample Collected?

(UTC-05:00) Eastern (pfe.nairr29) is Yes, however no

Time (US & Canada) barcodes are entered.
Please review and
correct as
appropriate.

Feb-21-2021 23:17:58 | ACVOPFEINFP6000 | Gajanan Query 2: Reissued:Opened DM:Date of

(UTC-05:00) Eastern Deshmukh Callection is more

Time (US & Canada) (pfe.deshmg08) than 4 days after
Date of Last
Symptom Resolved
on the SOD formin
the same visit. Thus,
please review and
update the reason for
delay in If no sample
was collected or
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Header Text: c4591001

on Feb/08/2021

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

sample was not
collected according

Time (US & Canada)

Date of Collection:

Feb/8/2021

... field or clarify
Feb-19-2021 14:33:31 ACVOPFEINFP6000 | Scott Salmon Query 2: Answered Original valueis
(UTC-05:00) Eastern (pfe.ssalmon) correct
Time (US & Canada)
Feb-19-2021 14:32:05 ACVOPFEINFP6000 | auto query Query 2: Opened Date of Collectionis
(UTC-05:00) Eastern (autoquery) more than 4 days
Time (US & Canada) after Date of Last
Symptom Resolved
on the Signs and
Symptoms formin
the same visit. Please
review and update as
appropriate.
Feb-19-2021 14:32:05 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Feb-19-2021 14:32:05 | ACVOPFEINFP6000 | Scott Salmon Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) YES

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

*** Confidential***

Date L ocation User Value Reason
Mar-09-2021 16:17:23 | ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Not Applicable
Time (US & Canada) (pfe mstephens)
Mar-03-2021 16:00:25 ACVOPFEINFP6000 | Scott Salmon Data Entry: New Information
(UTC-05:00) Eastern (pfe.ssalmon)
Time (US & Canada)
Feb-24-2021 16:24:55 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens SAMPLE COLLECTED ON Sl
Time (US & Canada) (pfe mstephens) | TE.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 22-Apr-2020 21:03

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin
Date L ocation User Value Reason
Mar-02-2021 09:26:21 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Not Applicable
Time (US & Canada)
Mar-02-2021 09:25:36 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-05:00) Eastern (autocalc)
Time (US & Canada)
Feb-19-2021 14:32:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Mar-02-2021 09:26:21 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Not Applicable
Time (US & Canada)
Mar-02-2021 09:25:36 ACVOPFEINFPE000 |autocalc |DataEntry: Transcription Error
(UTC-05:00) Eastern (autocalc)
Time (US & Canada)
Feb-19-2021 14:32:40 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NASAL_SWAB
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value |Reason
Mar-03-2021 | ACVOPFEINFP6000 Steven Finelli Query | data updated for
11:22:21 (pfe.finels) 1: Clo | erroneous visit
(UTC-05:00) sed
Eastern Time
(US&
Canada)
Mar-03-2021 | ACVOPFEINFP6000 Scott Salmon Query | VISIT ENTERED IN
08:10:23 (pfe.ssalmon) 1: An | ERROR. CRF PAGES
(UTC-05:00) swere | UPDATED.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1013
Subject No: 10131786

Generated By: pfe.levissc

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time d

(US&

Canada)

Mar-03-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query [ DMW7580391;Sample

02:52:21 (pfeDMW_QUERY) | 1: Op | Collected is not

(UTC-05:00) ened | expected to be

Eastern Time Unknown or Not

(UsS& Applicable. Please

Canada) review and update
appropriately or clarify

Mar-02-2021 | ACVOPFEINFP6000 Scott Salmon Data | Initia Entry

09:26:21 (pfe.ssalmon) Entr

(UTC-05:00) N

Eastern Time Not A

(Us& pplica

Canada) ble

Mar-02-2021 | ACVOPFEINFP6000 Scott Salmon Data | Transcription Error

09:25:36 (pfe.ssalmon) Entry

(UTC-05:00) H

Eastern Time

(US&

Canada)

Feb-19-2021 | ACVOPFEINFP6000 Scott Salmon Data | Initia Entry

14:32:40 (pfe.ssalmon) Entr

(UTC-05:00) H

Eastern Time NO

(US&

Canada)

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

Date L ocation User Value Reason
Mar-02-2021 09:26:21 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.ssalmon) | Not Applicable

Mar-02-2021 09:26:11 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Transcription Error
(UTC-05:00) Eastern (pfe.ssalmon)

Time (US & Canada)

Feb-19-2021 14:32:40 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.ssalmon) | Subject self collect swab

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 14-Jan-2021 02:24
Site No: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

la
Date L ocation User Value Reason
Feb-19-2021 14:34:12 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Type of Practitioner: SPECIA
Time (US & Canada) LIST

Occurrenceof Visits NO

or Contacts:
l.aPhysician or Healthcare Professional:
Date L ocation User Value Reason
Feb-19-2021 14:34:12 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | SPECIALIST
Time (US & Canada)
1.a Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Feb-19-2021 14:34:12 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) [ NO
Time (US & Canada)
1b
Date L ocation User Value Reason
Feb-19-2021 14:34:12 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Type of Practiti EMERGENCY
Time (US & Canada) oner: ROOM

Occurrenceof YES

Visitsor Conta Number of Vis

cts: itsor Contacts

1
Page 458 of 629

*** Confidential***

FDA-CBER-2021-5683-0140320




Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Feb/08/2021
Form Version: 14-Jan-2021 02:24 Form Status. Data Complete, Frozen
SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786
Generated By: pfe.levissc

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

*** Confidential***

FDA-CBER-2021-5683-0140321

1.b Physician or Healthcare Professional:
Date Location User Value Reason
Feb-19-2021 14:34:12 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | EMERGENCY ROOM
Time (US & Canada)
1.b Occurrence of Visits or Contacts:
Date Location User Value Reason
Feb-19-2021 14:34:12 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | YES
Time (US & Canada) Number of isits or Contacts:
1
lc
Date L ocation User Value Reason
Feb-19-2021 14:34:12 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Type of Practiti PRIMARY CA
Time (US & Canada) oner: RE PHYSICIA
N

Occurrenceof NO

Visitsor Conta

cts:
1.c Physician or Healthcare Professional:
Date Location User Value Reason
Feb-19-2021 14:34:12 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | PRIMARY CARE PHY SICIAN
Time (US & Canada)
1.c Occurrence of Visits or Contacts:
Date Location User Value Reason
Feb-19-2021 14:34:12 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | NO
Time (US & Canada)
1d
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 14-Jan-2021 02:24
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Date L ocation User Value Reason
Feb-19-2021 14:34:12 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Type of Practitioner URGENT
Time (US & Canada) : CARE

Occurrence of Visits NO

or Contacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Feb-19-2021 14:34:12 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | URGENT CARE
Time (US & Canada)
1.d Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Feb-19-2021 14:34:12 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | NO
Time (US & Canada)
le
Date L ocation User Value Reason
Feb-19-2021 14:34:12 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Type of Practiti TELEPHONE
Time (US & Canada) oner: CONSULTATI

ON

Occurrenceof NO

Visitsor Conta

cts:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Feb/08/2021
Form Version: 14-Jan-2021 02:24 Form Status. Data Complete, Frozen
SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786
Generated By: pfe.levissc

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

1.e Physician or Healthcare Professional:
Date Location User Value Reason
Feb-19-2021 14:34:12 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | TELEPHONE CONSULTATION
Time (US & Canada)
1.e Occurrence of Visits or Contacts:
Date Location User Value Reason
Feb-19-2021 14:34:12 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ NO
Time (US & Canada)
1f
Date L ocation User Value Reason
Feb-19-2021 14:34:12 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Typeof Practitioner: ~ OTH
Time (US & Canada) ER

Occurrence of Visitsor NO

Contacts:
1.f Physician or Healthcare Professional:
Date Location User Value Reason
Feb-19-2021 14:34:12 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | OTHER
Time (US & Canada)
1.f Occurrence of Visits or Contacts:
Date Location User Value Reason
Feb-19-2021 14:34:12 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ NO
Time (US & Canada)
3. Has the subject been hospitalized due to potential COVID-19 illness?
Date Location User Value Reason
Feb-19-2021 14:34:12 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | NO

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Feb/08/2021

Form Version: 14-Jan-2021 02:24
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 06-Jul-2020 21:53

Site No: 1013
Subject No: 10131786

Generated By: pfe.levissc

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. What is the treatment | dentifier?

Date L ocation User Value Reason

Feb-19-2021 14:34:28 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable

Time (US & Canada)

2. Concomitant Non-drug Treatment Pre-specified:

Date L ocation User Value Reason

Feb-19-2021 14:34:28 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable

Time (US & Canada)

3. Treatment:

Date L ocation User Value Reason

Feb-19-2021 14:34:28 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable

Time (US & Canada)

4. Treatment:

Date L ocation User Value Reason

Feb-19-2021 14:34:28 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable

Time (US & Canada)

5. Start Date:

Date Location User Value Reason

Feb-19-2021 14:34:28 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable

Time (US & Canada)

6. Ongoing?

Date Location User Value Reason

Feb-19-2021 14:34:28 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - eCRF Audit Trail History
on Feb/08/2021

090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Form Version: 06-Jul-2020 21:53 Form Status. Data Complete, Frozen
SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject No: 10131786 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 06-Jul-2020 21:52

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Feb-19-2021 14:34:52 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | POTENTIAL COVID-19 ILLNES

Time (US & Canada) S

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

Date L ocation User Value Reason
Feb-19-2021 14:34:52 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ NO

Time (US & Canada)

3. Toxicity Grade:

Date L ocation User Value Reason
Feb-19-2021 14:34:52 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.ssalmon) | 3

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 17-Jul-2020 21:55

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Feb-19-2021 14:35:35 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable
Time (US & Canada)
2. Subcategory of Clinical Event:
Date L ocation User Value Reason
Feb-19-2021 14:35:35 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable
Time (US & Canada)
3. Was a diagnosis obtained?
Date L ocation User Value Reason
Feb-19-2021 14:35:35 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable
Time (US & Canada)
4. Toxicity Grade:
Date L ocation User Value Reason
Feb-19-2021 14:35:35 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable
Time (US & Canada)
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090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

on Feb/08/2021

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Pand:
Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
2. Laboratory Name and Address
Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
3. Collection Date:
Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Done
Time (US & Canada)
4. Specimen Type:
Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5a
Date Location User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Sponsor-Defined Ident Not Do
Time (US & Canada) ifier: ne

Test:: Not Do

ne
Result:: Not Do
ne

*** Confidential***
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090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 10-Oct-2020 15:58

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Not Done:: Not Do
ne
Lab Normal Range:  Not Do
ne
5.a Sponsor 1D:
Date Location User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.a Test:
Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.a Result:
Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.a Not Done:
Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Done
Time (US & Canada)
5aLNMT
Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5b
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090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

on Feb/08/2021

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 10-Oct-2020 15:58

eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Sponsor-Defined |dent Not Do
Time (US & Canada) ifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range:  Not Do
ne

*** Confidential***
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090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 10-Oct-2020 15:58

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

5.b Sponsor ID:

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

5.b Test:

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

5.b Result:

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Done

Time (US & Canada)

5.b Not Done;

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

5bLNMT

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

5.c

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Sponsor-Defined Ident Not Do

Time (US & Canada) ifier: ne
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090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

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

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range:  Not Do
ne

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 10-Oct-2020 15:58

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID:

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

5.c Test:

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

5.c Result:

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Done

Time (US & Canada)

5.c Not Done:

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

5.cLNMT

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

5d

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Sponsor-Defined Ident Not Do

Time (US & Canada) ifier: ne
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090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

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

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range:  Not Do
ne

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 10-Oct-2020 15:58

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

5.d Sponsor ID:

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

5.d Test:

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

5.d Result:

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Done

Time (US & Canada)

5.d Not Done;

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

5dLNMT

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

5e

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Sponsor-Defined Ident Not Do

Time (US & Canada) ifier: ne
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Header Text: c4591001

on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

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

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range:  Not Do
ne

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 10-Oct-2020 15:58

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

5.e Sponsor ID:

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

5.eTest:

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

5.e Result:

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Done

Time (US & Canada)

5.e Not Done:

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

5.eLNMT

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

5.f

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Sponsor-Defined Ident Not Do

Time (US & Canada) ifier: ne
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Header Text: c4591001

on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

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

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range:  Not Do
ne

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 10-Oct-2020 15:58

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor 1D:

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

5.f Test:

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

5.f Result:

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Done

Time (US & Canada)

5.f Not Done:

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

5fLNMT

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

5.9

Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Sponsor-Defined Ident Not Do

Time (US & Canada) ifier: ne
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090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

on Feb/08/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

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

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range:  Not Do
ne

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 10-Oct-2020 15:58

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

5.9 Sponsor 1D:
Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.9 Test:
Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.9 Result:
Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Done
Time (US & Canada)
5.g Not Done:
Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5gLNMT
Date L ocation User Value Reason
Feb-19-2021 14:36:07 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
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Header Text: c4591001

on Feb/08/2021

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

1. Lab Pand:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
2. Laboratory Name and Address
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
3. Collection Date:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Done
Time (US & Canada)
4. Specimen Type:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5a
Date Location User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Sponsor-Defined Ident Not Do
Time (US & Canada) ifier: ne

Test:: Not Do

ne
Result:: Not Do
ne
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 10-Oct-2020 16:02

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Not Done:: Not Do
ne
Lab Normal Range:  Not Do
ne
5.a Sponsor 1D:
Date Location User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.a Test:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.a Result:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.a Not Done:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Done
Time (US & Canada)
5aLNMT
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5b
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090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

on Feb/08/2021

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 10-Oct-2020 16:02

eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Sponsor-Defined |dent Not Do
Time (US & Canada) ifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range:  Not Do
ne

*** Confidential***
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090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 10-Oct-2020 16:02

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

5.b Sponsor ID:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.b Test:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.b Result:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Done
Time (US & Canada)
5.b Not Done;
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5bLNMT
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.c
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Sponsor-Defined Ident Not Do
Time (US & Canada) ifier: ne
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Header Text: c4591001

on Feb/08/2021

Form Version: 10-Oct-2020 16:02
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

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

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range:  Not Do
ne
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 10-Oct-2020 16:02

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.c Test:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.c Result:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Done
Time (US & Canada)
5.c Not Done:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.cLNMT
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5d
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Sponsor-Defined Ident Not Do
Time (US & Canada) ifier: ne
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Header Text: c4591001

on Feb/08/2021

Form Version: 10-Oct-2020 16:02
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

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

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range:  Not Do
ne
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 10-Oct-2020 16:02

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

5.d Sponsor ID:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.d Test:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.d Result:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Done
Time (US & Canada)
5.d Not Done;
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5dLNMT
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5e
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Sponsor-Defined Ident Not Do
Time (US & Canada) ifier: ne
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Header Text: c4591001

on Feb/08/2021

Form Version: 10-Oct-2020 16:02
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

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

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range:  Not Do
ne
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 10-Oct-2020 16:02

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

5.e Sponsor ID:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.eTest:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.e Result:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Done
Time (US & Canada)
5.e Not Done:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.eLNMT
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.f
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Sponsor-Defined Ident Not Do
Time (US & Canada) ifier: ne
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Header Text: c4591001

on Feb/08/2021

Form Version: 10-Oct-2020 16:02
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

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

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range:  Not Do
ne

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 10-Oct-2020 16:02

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor 1D:

Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

5.f Test:

Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

5.f Result:

Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Done

Time (US & Canada)

5.f Not Done:

Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

5fLNMT

Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

5.9

Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Sponsor-Defined Ident Not Do

Time (US & Canada) ifier: ne
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Header Text: c4591001

on Feb/08/2021

Form Version: 10-Oct-2020 16:02
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

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

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range:  Not Do
ne
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 10-Oct-2020 16:02

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

5.9 Sponsor 1D:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.9 Test:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.9 Result:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Done
Time (US & Canada)
5.g Not Done:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5gLNMT
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.h
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Sponsor-Defined Ident Not Do
Time (US & Canada) ifier: ne
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Header Text: c4591001

on Feb/08/2021

Form Version: 10-Oct-2020 16:02
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

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

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range:  Not Do
ne

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 10-Oct-2020 16:02

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

5.h Sponsor 1D:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.h Test:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.h Result:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Done
Time (US & Canada)
5.h Not Done:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5h LNMT
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Sponsor-Defined Ident Not Do
Time (US & Canada) ifier: ne
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Header Text: c4591001

on Feb/08/2021

Form Version: 10-Oct-2020 16:02
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

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

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range:  Not Do
ne

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 10-Oct-2020 16:02

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

5.i Sponsor ID:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5. Test:
Date Location User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.i Result:
Date Location User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5.i Not Done:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Done
Time (US & Canada)
5i LNMT
Date Location User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5]
Date Location User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Sponsor-Defined Ident Not Do
Time (US & Canada)
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Header Text: c4591001

on Feb/08/2021

Form Version: 10-Oct-2020 16:02
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit

eCRF Audit Trail History
Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

ifier:
Test::

Result::
Not Done::

Lab Normal Range:

ne
Not Do
ne
Not Do
ne
Not Do
ne

Not Do
ne
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 10-Oct-2020 16:02

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

5.j Sponsor ID:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5. Test:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5. Result:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Done
Time (US & Canada)
5.j Not Done:
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
5j LNMT
Date L ocation User Value Reason
Feb-19-2021 14:36:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
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Header Text: c4591001

on Feb/08/2021

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 10-Oct-2020 15:59

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:
Date Location User Value Reason
Feb-19-2021 14:37:06 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
2a
Date Location User Value Reason
Feb-19-2021 14:37:06 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Record Identifier:: Not D
Time (US & Canada) one

Systolic:: Not D

one
Diastalic:: Not D
one

Respiratory Ratein resp Not D

irationgminute: one

Heart Ratein beatsmin Not D

ute: one
2.a Record I dentifier:
Date Location User Value Reason
Feb-19-2021 14:37:06 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
2.a Systolic:
Date L ocation User Value Reason
Feb-19-2021 14:37:06 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Done
Time (US & Canada)
2.aDiastalic:
Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 10-Oct-2020 15:59

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Feb-19-2021 14:37:06 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Done

Time (US & Canada)

2.a Respiratory Rate in respirations/minute;

Date L ocation User Value Reason
Feb-19-2021 14:37:06 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)

2.aHeart Rate in beats/minute:

Date L ocation User Value Reason
Feb-19-2021 14:37:06 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done

Time (US & Canada)
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Header Text: c4591001

on Feb/08/2021

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 10-Oct-2020 16:04

Form: VITAL SIGNS- PULSE OX ROOM AIR - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

FDA-CBER-2021-5683-0140365

1. Date:
Date Location User Value Reason
Feb-19-2021 14:37:33 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
2a
Date Location User Value Reason
Feb-19-2021 14:37:33 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Record I dentifier:: Not Done
Time (US & Canada) Oxygen Saturation: Not Done
2.a Record I dentifier:
Date L ocation User Value Reason
Feb-19-2021 14:37:33 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Done
Time (US & Canada)
2.2 SPO2 Pulse Oximetry %
Date Location User Value Reason
Feb-19-2021 14:37:33 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Done
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 06-Jul-2020 21:52

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Time of Assessment:

Date L ocation User Value Reason
Feb-19-2021 14:37:49 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable
Time (US & Canada)
2. Arterial Blood Gases PaO2 (mmHg):
Date L ocation User Value Reason
Feb-19-2021 14:37:49 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable
Time (US & Canada)
3. FiO2 (Fraction of Inhaled Oxygen):
Date L ocation User Value Reason
Feb-19-2021 14:37:49 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 06-Jul-2020 21:55

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. What is the medication identifier?

Date L ocation User Value Reason
Feb-19-2021 14:38:06 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable

Time (US & Canada)

2. Category:

Date L ocation User Value Reason
Feb-19-2021 14:38:06 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable

Time (US & Canada)

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Feb-19-2021 14:38:06 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable

Time (US & Canada)

4, Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown, enter
thefull trade or proprietary name. I nclude clarifying information in the Medication text (e.g., | ngredient(s), route, use,

formulation).

Date L ocation User Value Reason
Feb-19-2021 14:38:06 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable

Time (US & Canada)

5. Start Date:

Date Location User Value Reason
Feb-19-2021 14:38:06 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable

Time (US & Canada)

6. Ongoing?
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Feb/08/2021

Form Version: 06-Jul-2020 21:55

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Audit Trail History

Form Status. Data Complete, Frozen

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Date L ocation User Value Reason
Feb-19-2021 14:38:06 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable
Time (US & Canada)

Page 506 of 629

*** Confidential***
FDA-CBER-2021-5683-0140368




090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: IMAGING - eCRF Audit Trail History

on Feb/08/2021

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

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Assessment:

Date Location User Value Reason
Feb-19-2021 14:38:29 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable

Time (US & Canada)

2. Location of Assessment:

Date L ocation User Value Reason
Feb-19-2021 14:38:29 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable

Time (US & Canada)

3. Type of Imaging Exam:

Date L ocation User Value Reason
Feb-19-2021 14:38:29 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable

Time (US & Canada)

4. Assessment:

Date L ocation User Value Reason
Feb-19-2021 14:38:29 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

Form Version: 22-Apr-2020 21:03

Site No: 1013
Subject No: 10131786

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Mar-10-2021 10:36:36 | ACVOPFEINFP6000 | Elizabeth Query 3: Closed covid test page

(UTC-05:00) Eastern Chatburn updated

Time (US & Canada) (pfe.chatbe)

Mar-09-2021 15:41:45 | ACVOPFEINFP6000 | Matthew Query 3: Answered DATA UPDATED.

(UTC-05:00) Eastern Stephens NO RECORD OF

Time (US & Canada) (pfe mstephens) COVID ILLNESS
TEST IN
RECORDS
RECIEVED PER
CRC.

Mar-08-2021 02:09:46 | ACVOPFEINFP6000 | Sona K Query 3: Reissued:Opened DM: Thank you for

(UTC-05:00) Eastern (pfe kst6) the response,

Time (US & Canada) however the
‘Microbiology
Specimen form' is
not updated yet,
kindly confirm the
test results are
available to update.

Mar-05-2021 10:02:29 | ACVOPFEINFP6000 | Elizabeth Query 3: Reissued:Candidate siteisawaiting

(UTC-05:00) Eastern Chatburn results for covid test

Time (US & Canada) (pfe.chatbe)

Mar-04-2021 10:00:12 | ACVOPFEINFP6000 | Scott Salmon Query 3: Answered PENDING

(UTC-05:00) Eastern (pfe.ssalmon) RECEIPT OF

Time (US & Canada) RECORDS.

Mar-04-2021 09:54:57 ACVOPFEINFPE000 | Rajashekhar Query 3: Opened DM: Kindly review

(UTC-05:00) Eastern Reddy and complete

Time (US & Canada) (pfe reddyr51) ‘Microbiology
Specimen form' at
thisvisit. Thank
you.

Mar-03-2021 08:22:02 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

on Feb/26/2021

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

SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Mar-03-2021 08:20:31 | ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Mar-03-2021 08:17:29 | ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis

(UTC-05:00) Eastern (autoquery) completed but Date

Time (US & Canada) of Assessment in the
Signs and

Symptoms formis
missing. Please
review and update

Time (US & Canada)

as appropriate.
Mar-03-2021 08:17:29 | ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis
(UTC-05:00) Eastern (autoquery) completed but Date

of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update

(UTC-05:00) Eastern (autocalc) | COVID_B
Time (US & Canada)

as appropriate.
Mar-03-2021 08:17:29 | ACVOPFEINFP6000 | Scott Salmon Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) Feb/26/2021
Time (US & Canada)
3. COVID-19 IlIness Visit:
Date L ocation User Value Reason
Mar-03-2021 08:17:29 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

Form Version: 20-Feb-2021 02:17

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Feb/26/2021
Time (US & Canada)
2. Date of First Symptom Started:
Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Jan/30/2021
Time (US & Canada)
3. Symptoms Ongoing?
Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | NO
Time (US & Canada) Date of Last Symptom Resolved

Feb/26/2021
4.a
Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Symptoms: FEVER
Time (US & Canada) Symptom Present: NO
4.a Symptoms:
Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | FEVER
Time (US & Canada)

4.a Was symptom present?
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Feb/26/2021 Audit Trail History
Form Version: 20-Feb-2021 02:17 Form Status. Data Complete, Frozen
SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786
Generated By: pfe.levissc

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | NO
Time (US & Canada)
4.b
Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Symptoms: NEW OR INCREA
Time (US & Canada) SED COUGH

Symptom YES

Present:
4.b Symptoms:
Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssaimon) | NEW OR INCREASED COUGH
Time (US & Canada)
4.b Was symptom present?
Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | YES
Time (US & Canada)
4.c
Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Ssympto NEW OR INCREASE
Time (US & Canada) ms: D SHORTNESS OF B

REATH

Sympto YES

m Prese

nt:
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Feb/26/2021

- Unscheduled Visit

Form Version: 20-Feb-2021 02:17

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

4.c Symptoms:

Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssaimon) | NEW OR INCREASED SHORT

Time (US & Canada) NESS OF BREATH

4.c Was symptom present?

Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | YES

Time (US & Canada)

4d

Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(QTC-OS:OO) Eastern (pfe.ssalmon) | Symptoms: CHILLS

Time (US & Canada) Symptom Present: NO

4.d Symptoms:

Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | CHILLS

Time (US & Canada)

4.d Was symptom present?

Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ NO

Time (US & Canada)

4e

Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssaimon) | symptom NEW OR INCREAS

Time (US & Canada) s ED MUSCLE PAIN
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Header Text: c4591001

on Feb/26/2021

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 20-Feb-2021 02:17

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Symptom NO

Present:
4.e Symptoms:
Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | NEW OR INCREASED MUSCL
Time (US & Canada) E PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ NO
Time (US & Canada)
4.f
Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.sslmon) | Symptoms NEW LOSS OF TA
Time (US & Canada) : STE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | NEW LOSS OF TASTE OR SME
Time (US & Canada) LL
4.f Was symptom present?
Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ NO
Time (US & Canada)

449
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Feb/26/2021

- Unscheduled Visit

Form Version: 20-Feb-2021 02:17

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Symptom NEW OR INCREAS
Time (US & Canada) s ED SORE THROAT

Symptom NO

Present:
4.9 Symptoms:
Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | NEW OR INCREASED SORE T
Time (US & Canada) HROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | NO
Time (US & Canada)
4.h
Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(L_JTC-OS:OO) Eastern (pfe.ssalmon) | Symptoms: DIARRHEA
Time (US & Canada) Symptom Present: YES
4.h Symptoms;
Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | DIARRHEA
Time (US & Canada)
4.h Was symptom present?
Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | YES
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Feb/26/2021 Audit Trail History

Form Version: 20-Feb-2021 02:17 Form Status. Data Complete, Frozen

SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.

Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssamon) | Symptoms: VOMITING

Time (US & Canada) Symptom Present: NO

4.i Symptoms:

Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ VOMITING

Time (US & Canada)

4.i Was symptom present?

Date L ocation User Value Reason
Mar-03-2021 08:20:31 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ NO

Time (US & Canada)

5.a

Date L ocation User Value Reason
Mar-03-2021 08:21:21 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Symptoms - Other: FATIGUE

Time (US & Canada)

5.a Symptoms - Other Text:

Date L ocation User Value Reason
Mar-03-2021 08:21:21 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | FATIGUE

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

Form Version: 06-Jul-2020 21:54

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Mar-09-2021 15:41:13 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Not Applicable

Time (US & Canada) (pfe mstephens)

2. Specimen Type:

Date L ocation User Value Reason
Mar-09-2021 15:41:13 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Not Applicable

Time (US & Canada) (pfe mstephens)

3. Specimen Collection Location:

Date L ocation User Value Reason
Mar-09-2021 15:41:13 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Not Applicable

Time (US & Canada) (pfe mstephens)

4. Assay Code and Description:

Date L ocation User Value Reason
Mar-09-2021 15:41:13 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Not Applicable

Time (US & Canada) (pfe mstephens)

5. Device Type:

Date L ocation User Value Reason
Mar-09-2021 15:41:13 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Not Applicable

Time (US & Canada) (pfe mstephens)

6. Trade Name:

Date L ocation User Value Reason
Mar-09-2021 15:41:13 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

Form Version: 06-Jul-2020 21:54

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form Status. Data Complete, Frozen

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00) Eastern Stephens Not Applicable

Time (US & Canada) (pfe mstephens)

7. Test Result:

Date L ocation User Value Reason
Mar-09-2021 15:41:13 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Not Applicable

Time (US & Canada) (pfe mstephens)

8. Comments/Findingy/Details:

Date L ocation User Value Reason
Mar-09-2021 15:41:13 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Not Applicable

Time (US & Canada) (pfe mstephens)

9. Trade Name Other, Specify:

Date L ocation User Value Reason
Mar-09-2021 15:41:13 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Not Applicable

Time (US & Canada) (pfe mstephens)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

Form Version: 22-Apr-2020 21:03

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date L ocation User Value Reason
Mar-03-2021 08:21:41 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Mar-03-2021 08:21:41 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NASAL_SWAB_SELF

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Mar-03-2021 08:21:41 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | NO

Time (US & Canada)

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

Date L ocation User Value Reason
Mar-03-2021 08:21:41 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | COLLECTED AT SITEVISIT
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1013
Subject No: 10131786

Generated By: pfe.levissc

Form Status. Data Complete, Frozen, Verified

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date L ocation User Value Reason

Mar-03-2021 08:22:02 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Mar-03-2021 08:22:02 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | NASAL_SWAB

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Mar-11-2021 04:14:39 | ACVOPFEINFP6000 | Cavinvan Query 1: Closed Response satisfies

(UTC-05:00) Eastern Schalkwyk query

Time (US & Canada) (pfe.vansccOl)

Mar-10-2021 15:24:06 | ACVOPFEINFPG000 | auto query Query 1: Answered Answer Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Mar-10-2021 02:30:41 | ACVOPFEINFP6000 | Sonal K Query 1: Reissued:Opened 'Sample Collected? is

(UTC-05:00) Eastern (pfe ks66) Yes, however no

Time (US & Canada) barcodes are entered.
Please review and
correct as appropriate.

Mar-08-2021 10:06:01 | ACVOPFEINFP6000 | Elizabeth Query 1: Reissued:Candidate | barcodes pending

(UTC-05:00) Eastern Chatburn

Time (US & Canada) (pfe.chatbe)

Mar-05-2021 13:47:16 | ACVOPFEINFP6000 | Scott Salmon | Query 1: Answered CRC SUBMITTED

(UTC-05:00) Eastern (pfe.ssalmon) DOCUMENTATION

Time (US & Canada) 5/MAR/2021.

Mar-03-2021 11:24:24 | ACVOPFEINFP6000 | Behnaz Query 1: Opened '‘Sample Collected? is

(UTC-05:00) Eastern Yousefzadeh- Yes, however no

Time (US & Canada) Khiabani barcodes are entered.

(pfe.youseb01) Please review and
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

on Feb/26/2021 Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786
Generated By: pfe.levissc

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

correct as appropriate.

Mar-03-2021 08:22:02
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected? is
(autoquery) Yes, however no
barcodes are entered.

Please review and
correct as appropriate.

Mar-03-2021 08:22:02
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(pfe.ssalmon) | YES
Date of Collection:

Feb/26/2021
5.a
Date L ocation User Value Reason
Mar-10-2021 15:24:06 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Sample | D: BR64JC
Time (US & Canada) (pfe mstephens)
5.aSampleD
Date L ocation User Value Reason
Mar-10-2021 15:24:06 ACVOPFEINFPE000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens BR64JC
Time (US & Canada) (pfe mstephens)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Feb/26/2021
Form Version: 20-Feb-2021 02:19 Form Status. Data Complete, Frozen
Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786
Generated By: pfe.levissc

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Back to Form

la
Date L ocation User Value Reason
Mar-03-2021 08:23:04 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Type of Practitioner: SPECIA
Time (US & Canada) LIST

Occurrenceof Visits NO

or Contacts:
l.aPhysician or Healthcare Professional:
Date L ocation User Value Reason
Mar-03-2021 08:23:04 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | SPECIALIST
Time (US & Canada)
1.a Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Mar-03-2021 08:23:04 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ NO
Time (US & Canada)
1b
Date L ocation User Value Reason
Mar-03-2021 08:23:04 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Type of Practiti EMERGENCY
Time (US & Canada) oner: ROOM

Occurrenceof YES

Visitsor Conta Number of Vis

cts: itsor Contacts

2
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Feb/26/2021

- Unscheduled Visit

Form Version: 20-Feb-2021 02:19

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

1.b Physician or Healthcare Professional:

Date L ocation User Value Reason
Mar-03-2021 08:23:04 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | EMERGENCY ROOM
Time (US & Canada)
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-03-2021 08:23:04 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | YES
Time (US & Canada) Number of isits or Contacts:
2
1lc
Date L ocation User Value Reason
Mar-03-2021 08:23:04 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Type of Practiti PRIMARY CA
Time (US & Canada) oner: RE PHYSICIA
N

Occurrenceof NO

Visitsor Conta

cts:
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Mar-03-2021 08:23:04 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | PRIMARY CARE PHY SICIAN
Time (US & Canada)
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-03-2021 08:23:04 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | NO

Time (US & Canada)

1d
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Feb/26/2021

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

- Unscheduled Visit

Form Version: 20-Feb-2021 02:19

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Date L ocation User Value Reason
Mar-03-2021 08:23:04 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Type of Practitioner URGENT
Time (US & Canada) : CARE

Occurrence of Visits NO

or Contacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Mar-03-2021 08:23:04 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ URGENT CARE
Time (US & Canada)
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-03-2021 08:23:04 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | NO
Time (US & Canada)
le
Date L ocation User Value Reason
Mar-03-2021 08:23:04 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Type of Practiti TELEPHONE
Time (US & Canada) oner: CONSULTATI

ON

Occurrenceof NO

Visitsor Conta

cts:
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Feb/26/2021

- Unscheduled Visit

Form Version: 20-Feb-2021 02:19

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

1.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Mar-03-2021 08:23:04 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | TELEPHONE CONSULTATION
Time (US & Canada)
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-03-2021 08:23:04 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ NO
Time (US & Canada)
1f
Date L ocation User Value Reason
Mar-03-2021 08:23:04 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.sslmon) | Typeof Practitioner: ~ OTH
Time (US & Canada) ER

Occurrence of Visitsor NO

Contacts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Mar-03-2021 08:23:04 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | OTHER
Time (US & Canada)
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-03-2021 08:23:04 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ NO
Time (US & Canada)
3. Has the subject been hospitalized due to potential COVID-19 illness?
Date L ocation User Value Reason
Mar-03-2021 08:23:04 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ NO
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Header Text: c4591001

on Feb/26/2021

Form Version: 20-Feb-2021 02:19
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

Form Version: 06-Jul-2020 21:53

Site No: 1013
Subject No: 10131786

Generated By: pfe.levissc

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. What is the treatment | dentifier?

Date L ocation User Value Reason
Mar-03-2021 08:23:35 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable

Time (US & Canada)

2. Concomitant Non-drug Treatment Pre-specified:

Date L ocation User Value Reason
Mar-03-2021 08:23:35 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable

Time (US & Canada)

3. Treatment:

Date L ocation User Value Reason
Mar-03-2021 08:23:35 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable

Time (US & Canada)

4. Treatment:

Date L ocation User Value Reason
Mar-03-2021 08:23:35 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable

Time (US & Canada)

5. Start Date:

Date L ocation User Value Reason
Mar-03-2021 08:23:35 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable

Time (US & Canada)

6. Ongoing?

Date L ocation User Value Reason
Mar-03-2021 08:23:35 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: RESPIRATORY TREATMENT - eCRF Audit Trail History
on Feb/26/2021
Form Version: 06-Jul-2020 21:53 Form Status. Data Complete, Frozen
SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject No: 10131786 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21
(pfe.ssalmon) | Not Applicable

(UTC-05:00) Eastern
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

Form Version: 06-Jul-2020 21:52

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Mar-03-2021 08:25:52 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | POTENTIAL COVID-19 ILLNES
Time (US & Canada) S
2. Was a diagnosis obtained for Potential COVID-19 IlIness?
Date L ocation User Value Reason
Mar-10-2021 09:22:23 | ACVOPFEINFP6000 | VrundaParikh | Query 1: Closed Response satisfies
(UTC-05:00) Eastern (pfe.parikv06) query
Time (US & Canada)
Mar-09-2021 15:40:24 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Mar-09-2021 15:40:24 | ACVOPFEINFP6000 | Matthew Data Entry: Transcription Error
(UTC-05:00) Eastern Stephens NO
Time (US & Canada) (pfe mstephens)
Mar-09-2021 10:43:16 | ACVOPFEINFP6000 | VrundaParikh | Query 1: Opened CLINQUERY:
(UTC-05:00) Eastern (pfe.parikv06) Please clarify
Time (US & Canada) diagnosis of COVID
19? Thelocal
COVID TEST page
doesnot indicate a
POSITIVE test.
Mar-03-2021 08:25:52 | ACVOPFEINFP6000 | Scott Salmon Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) YES
Time (US & Canada) Respiratory IlIness Diagnosis:
COVID 19
Date of Diagnosis:
Feb/26/2021
3. Toxicity Grade:
Date L ocation User Value Reason
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Header Text: c4591001

Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History

on Feb/26/2021
Form Version: 06-Jul-2020 21:52 Form Status. Data Complete, Frozen
SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Mar-03-2021 08:25:52
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(pfe.ssalmon) |2
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

Form Version: 17-Jul-2020 21:55

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Mar-03-2021 08:26:02 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable
Time (US & Canada)
2. Subcategory of Clinical Event:
Date L ocation User Value Reason
Mar-03-2021 08:26:02 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable
Time (US & Canada)
3. Was a diagnosis obtained?
Date L ocation User Value Reason
Mar-03-2021 08:26:02 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable
Time (US & Canada)
4. Toxicity Grade:
Date L ocation User Value Reason
Mar-03-2021 08:26:02 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable
Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Feb/26/2021 Audit Trail

Form Version: 10-Oct-2020 15:58 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 | Scott Salmon | Form Created

(UTC-05:00) Eastern Time (pfe.ssalmon)

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

Form Version: 10-Oct-2020 15:58

SiteNo: 1013
Subject No: 10131786

Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Pandl:
Date Location User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | CLINICAL CHEMISTRY
Time (US & Canada)
2. Laboratory Name and Address
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | ORLANDO REGIONAL MEDIC
Time (US & Canada) AL CENTER, 1414 KUHL AVE.
ORLANDO, FL 32806

3. Collection Date:
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Feb/26/2021
Time (US & Canada)
4. Specimen Type:
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BLOOD
Time (US & Canada)
5.a
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | sponsor-Define 329
Time (US & Canada) d I dentifier:

Test:: C Reactive Prote

in_PX329
Result:: 1.0
Not Done::
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

*** Confidential***

Lab Normal Ra High
nge: 9.9
Unit
mg/L
5.a Sponsor 1D:
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 329
Time (US & Canada)
5.aTest:
Date Location User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | C Reactive Protein_PX329
Time (US & Canada)
5.a Result:
Date L ocation User Value Reason
Mar-08-2021 16:37:07 ACVOPFEINFPE000 | Elizabeth Query 1: Closed rangeis provided
(UTC-05:00) Eastern Chatburn
Time (US & Canada) (pfe.chatbe)
Mar-08-2021 11:24:11 ACVOPFEINFP6000 | Scott Salmon | Query 1: Answered Origina vaueis
(UTC-05:00) Eastern (pfe.ssalmon) correct
Time (US & Canada)
Mar-08-2021 11:23:53 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,
(UTC-05:00) Eastern (autoquery) but 1ab normal
Time (US & Canada) range (Low, high or
Unit) ismissing.
Please correct or
confirm.
Mar-08-2021 11:23:53 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | 1.0
Time (US & Canada)
5aLNMT
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Feb/26/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Mar-08-2021 11:23:53 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | High
Time (US & Canada) 9.9
Unit
mg/L
5.b
Date Location User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | sponsor-Defin 30
Time (US & Canada) ed I dentifier:
Test:: Alanine Aminotra
nsferase PX30
Result:: 12
Not Done::
Lab Normal R Low
ange: 7
High
52
Unit
uU/L
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58

SiteNo: 1013
Subject No: 10131786

Generated By: pfe.levissc

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

5.b Sponsor ID:
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |30
Time (US & Canada)
5.b Test:
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Alanine Aminotransferase PX30
Time (US & Canada)
5.b Result:
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | 12
Time (US & Canada)
5bLNMT
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Low
Time (US & Canada) 7

High

52
Unit
uU/L
5.c
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | sponsor-Defin 28
Time (US & Canada) ed I dentifier:
Test:: Aspartate Aminotr
ansferase_PX28
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Feb/26/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Result:: 15
Not Done::
Lab Normal R Low
ange: 13
High
39
Unit
U/L
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Feb/26/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID:

Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |28

Time (US & Canada)

5.c Test:

Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern

(pfe.ssalmon) | Aspartate Aminotransferase_PX2

Time (US & Canada) 8

5.c Result:

Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.ssalmon) | 15

5.cLNMT
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Low
Time (US & Canada) 13
High
39
Unit
uU/L
5.d
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | sponsor-Define 35
Time (US & Canada) d I dentifier:
Test:: Alkaline Phosph

atase PX35

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Feb/26/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Result:: 70
Not Done::
Lab Normal Ra Low
nge: 34
High
104
Unit
U/L
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Header Text: c4591001

on Feb/26/2021

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

*** Confidential***

5.d Sponsor ID:
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |35
Time (US & Canada)
5.d Test:
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Alkaline Phosphatase PX35
Time (US & Canada)
5.d Result:
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | 70
Time (US & Canada)
5dLNMT
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Low
Time (US & Canada) 34

High

104
Unit
uU/L
S5.e
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defined Ide 21
Time (US & Canada) ntifier:
Test:: Bilirubin_P
X21
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Feb/26/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Result:: 0.3
Not Done::

Lab Normal Range: Low
0.3

High
1.0

Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Feb/26/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

5.e Sponsor ID:

Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |21

Time (US & Canada)

5.eTest:

Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.ssalmon) | Bilirubin_PX21

5.e Result:
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.ssaimon) | 0.3

5.eLNMT
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Low
Time (US & Canada) 0.3
High
1.0
Unit
mg/dL
5.f
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Define 47
Time (US & Canada) d I dentifier:
Test:: Blood Urea Nitr

ogen_PX47

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Feb/26/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Result:: 17
Not Done::
Lab Normal Ra Low
nge: 7
High
25
Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

Form Version: 10-Oct-2020 15:58

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor 1D:
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 47
Time (US & Canada)
5.f Test:
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Blood Urea Nitrogen _PX47
Time (US & Canada)
5.f Result:
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | 17
Time (US & Canada)
5fLNMT
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Low
Time (US & Canada) 7

High

25
Unit
mg/dL
5.9
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defined |d 48
Time (US & Canada) entifier:
Test:: Creatinine_P
X48
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Feb/26/2021

Form Version: 10-Oct-2020 15:58
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Result:: 1.13
Not Done::

Lab Normal Range: Low
0.60

High
1.20

Unit
mg/dL
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Header Text: c4591001

on Feb/26/2021

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

*** Confidential***

5.9 Sponsor 1D:
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |48
Time (US & Canada)
5.9 Test:
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Creatinine_PX48
Time (US & Canada)
5.9 Result:
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | 1.13
Time (US & Canada)
5gLNMT
Date L ocation User Value Reason
Mar-08-2021 11:23:53 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Low
Time (US & Canada) 0.60

High

1.20
Unit
mg/dL
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

on Feb/26/2021 Audit Trail
Form Version: 10-Oct-2020 16:02 Form Status:
Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject No: 10131786 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21
Back to Form
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 | Scott Salmon | Form Created
(UTC-05:00) Eastern Time (pfe.ssalmon)
(US & Canada)
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Header Text: c4591001

on Feb/26/2021

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

eCRF Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

*** Confidential***

1. Lab Panel:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | HEMATOLOGY
Time (US & Canada)
2. Laboratory Name and Address
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssaimon) | ORLANDO REGIONAL MEDIC
Time (US & Canada) AL CENTER, 1414 KUHL AVE.
ORLANDO, FL 32806

3. Collection Date:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Feb/26/2021
Time (US & Canada)
4. Specimen Type:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BLOOD
Time (US & Canada)
5.a
Date Location User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defined I1d 1
Time (US & Canada) entifier:

Test:: Hemoglobin

_PX1
Result:: 11.8
Not Done::
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02

SiteNo: 1013
Subject No: 10131786

Generated By: pfe.levissc

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Lab Normal Range Low

114
High
14.7
Unit
g/dL
5.a Sponsor 1D:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |1
Time (US & Canada)
5.aTest:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Hemoglobin_PX1
Time (US & Canada)
5.a Result:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | 11.8
Time (US & Canada)
5aLNMT
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Low
Time (US & Canada) 11.4
High
14.7
Unit
g/dL
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -
on Feb/26/2021 eCRF Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status. Data Complete, Frozen
SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject No: 10131786 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21
5b
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defined Id 2
Time (US & Canada) entifier:
Test:: Hematocrit_
PX2
Result:: 394
Not Done::
Lab Normal Range: Low
34.3
High
455
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

Form Version: 10-Oct-2020 16:02

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

eCRF Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 04:21

5.b Sponsor ID:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |2
Time (US & Canada)
5.b Test:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Hematocrit_ PX2
Time (US & Canada)
5.b Result:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | 39.4
Time (US & Canada)
5bLNMT
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Low
Time (US & Canada) 34.3

High

455
Unit
%
5.c
Date Location User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defined Id 3
Time (US & Canada) entifier:
Test:: Erythrocytes
_PX3
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Header Text: c4591001

on Feb/26/2021

Form Version: 10-Oct-2020 16:02
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Result:: 4.39
Not Done::

Lab Normal Range Low
: 3.75

High
5.00

Unit
10M6/cum
m

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02

SiteNo: 1013
Subject No: 10131786

Generated By: pfe.levissc

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |3
Time (US & Canada)
5.c Test:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Erythrocytes PX3
Time (US & Canada)
5.c Result:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | 4.39
Time (US & Canada)
5. LNMT
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Low
Time (US & Canada) 3.75

High

5.00
Unit
10"6/cu mm
5d
Date Location User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defined Ide 5
Time (US & Canada) ntifier:
Test:: Platelets P
X5

Page 552 of 629

*** Confidential***
FDA-CBER-2021-5683-0140414




090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

on Feb/26/2021

Form Version: 10-Oct-2020 16:02
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Result:: 210
Not Done::

Lab Normal Range: Low
139

High
361

Unit
10"3/uL

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

5.d Sponsor ID:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc)
Time (US & Canada)
5.d Test:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Platelets PX5
Time (US & Canada)
5.d Result:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | 210
Time (US & Canada)
5dLNMT
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Low
Time (US & Canada) 139

High

361
Unit
10M3/uL
S5.e
Date Location User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | sponsor-Defined Id 7
Time (US & Canada) entifier:
Test:: Leukocytes
PX7
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Header Text: c4591001

on Feb/26/2021

Form Version: 10-Oct-2020 16:02
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Result:: 6.1
Not Done::

Lab Normal Range: Low
4.4

High
105

Unit
10"3/uL

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

Form Version: 10-Oct-2020 16:02
SiteNo: 1013

Subject No: 10131786

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated By: pfe.levissc

Generated Time (GMT): 29-Mar-2021 04:21

5.e Sponsor ID:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc)
Time (US & Canada)
5.eTest:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Leukocytes PX7
Time (US & Canada)
5.e Result:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssaimon) | 6.1
Time (US & Canada)
5eLNMT
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Low
Time (US & Canada) 4.4

High

10.5
Unit
10M3/uL
5.f
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defined | 608
Time (US & Canada) dentifier:
Test:: Neutrophils_
PX608
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Header Text: c4591001

on Feb/26/2021

Form Version: 10-Oct-2020 16:02
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Result:: 3.4
Not Done::
Lab Normal Rang Low
e 15
High
7.5
Unit
10"3/uL

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

Form Version: 10-Oct-2020 16:02

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor 1D:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 608
Time (US & Canada)
5.f Test:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Neutrophils_PX608
Time (US & Canada)
5.f Result:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssaimon) | 3.4
Time (US & Canada)
5fLNMT
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Low
Time (US & Canada) 15

High

75
Unit
10M3/uL
5.9
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defined | 609
Time (US & Canada) dentifier:
Test:: Eosinophils_
PX609
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Header Text: c4591001

on Feb/26/2021

Form Version: 10-Oct-2020 16:02
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Result:: 0.2
Not Done::
Lab Normal Rang Low
e 0.0
High
0.5
Unit
10"3/uL

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

Form Version: 10-Oct-2020 16:02

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

5.9 Sponsor 1D:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 609
Time (US & Canada)
5.9 Test:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Eosinophils_PX609
Time (US & Canada)
5.9 Result:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | 0.2
Time (US & Canada)
5gLNMT
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Low
Time (US & Canada) 0.0

High

0.5
Unit
10M3/uL
5.h
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defined | 612
Time (US & Canada) dentifier:
Test:: Monocytes P
X612
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Header Text: c4591001

on Feb/26/2021

Form Version: 10-Oct-2020 16:02
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Result:: 04
Not Done::

Lab Normal Range Low
: 0.0

High
0.8

Unit
10"3/uL

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

Form Version: 10-Oct-2020 16:02

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

5.h Sponsor 1D:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 612
Time (US & Canada)
5.h Test:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Monocytes PX612
Time (US & Canada)
5.h Result:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssaimon) | 0.4
Time (US & Canada)
5hLNMT
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Low
Time (US & Canada) 0.0

High

0.8
Unit
10M3/uL
5.
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | sponsor-Defined Id 610
Time (US & Canada) entifier:
Test:: Basophils_P
X610
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Header Text: c4591001

on Feb/26/2021

Form Version: 10-Oct-2020 16:02
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Result:: 0.0
Not Done::

Lab Normal Range Low
: 0.0

High
0.2

Unit
10"3/uL

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

Form Version: 10-Oct-2020 16:02

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

5.i Sponsor ID:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 610
Time (US & Canada)
5.i Test:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Basophils_PX610
Time (US & Canada)
5.i Result:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | 0.0
Time (US & Canada)
5.i LNMT
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Low
Time (US & Canada) 0.0

High

0.2
Unit
10M3/uL
5]
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defined | 611
Time (US & Canada) dentifier:
Test:: Lymphocytes
PX611
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Header Text: c4591001

on Feb/26/2021

Form Version: 10-Oct-2020 16:02
SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Result:: 2.1
Not Done::
Lab Normal Rang Low
e 1.0
High
48
Unit
10"3/uL

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

Form Version: 10-Oct-2020 16:02

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

5.j Sponsor ID:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 611
Time (US & Canada)
5. Test:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Lymphocytes PX611
Time (US & Canada)
5. Result:
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssaimon) | 2.1
Time (US & Canada)
5j LNMT
Date L ocation User Value Reason
Mar-08-2021 11:30:45 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Low
Time (US & Canada) 1.0

High

4.8
Unit
10M3/uL
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Header Text: c4591001

on Feb/26/2021

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 10-Oct-2020 15:59

Form Status:

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Form: VITAL SIGNS - COVID - Audit Trail

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date

L ocation

User

Value

Reason

Mar-03-2021 08:26:54
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFPE000 | Scott Salmon

(pfe.ssalmon)

Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

Form Version: 10-Oct-2020 15:59

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:
Date L ocation User Value Reason
Mar-03-2021 08:26:54 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Feb/26/2021
Time (US & Canada)
2a
Date L ocation User Value Reason
Mar-03-2021 08:26:54 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssAimon) | Record Identifier:: 1
Time (US & Canada) systalic:: 12
8

Diastalic:: 82

Respiratory Ratein respira 17

tiongminute:

Heart Ratein beatgminute: 61
2.a Record I dentifier:
Date L ocation User Value Reason
Mar-03-2021 08:26:54 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssaimon) |1
Time (US & Canada)
2.a Systalic:
Date L ocation User Value Reason
Mar-03-2021 08:26:54 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | 128
Time (US & Canada)
2.aDiastalic:
Date L ocation User Value Reason
Mar-03-2021 08:26:54 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | 82
Time (US & Canada)
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090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

on Feb/26/2021

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 10-Oct-2020 15:59

Form Status. Data Complete, Frozen

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

2.a Respiratory Rate in respirationg/minute;

*** Confidential***

Date L ocation User Value Reason
Mar-03-2021 08:26:54 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | 17
Time (US & Canada)
2.aHeart Rate in beats/minute:
Date L ocation User Value Reason
Mar-03-2021 08:26:54 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | 61
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

on Feb/26/2021

Form Version: 10-Oct-2020 16:04

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form Status:

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date

L ocation

User Value Reason

Mar-03-2021 08:27:16
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFP6000 | Scott Salmon | Form Created

(pfe.ssalmon)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail

on Feb/26/2021 History
Form Version: 10-Oct-2020 16:04 Form Status. Data Complete, Frozen
SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786
Generated By: pfe.levissc

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Back to Form

1. Date:

Date L ocation User Value Reason
Mar-03-2021 08:27:16 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Feb/26/2021

Time (US & Canada)

2a

Date L ocation User Value Reason
Mar-03-2021 08:27:16 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssdmon) | Record Identifier:: 1

Time (US & Canadad) Oxygen Saturation: 99.0

2.a Record I dentifier:

Date L ocation User Value Reason
Mar-03-2021 08:27:16 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) |1

Time (US & Canada)

2.a SPO2 Pulse Oximetry %

Date L ocation User Value Reason
Mar-03-2021 08:27:16 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | 99.0

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

Form Version: 06-Jul-2020 21:52

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Time of Assessment:

Date L ocation User Value Reason
Mar-03-2021 08:27:31 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable

Time (US & Canada)

2. Arterial Blood Gases PaO2 (mmHg):

Date L ocation User Value Reason
Mar-03-2021 08:27:31 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable

Time (US & Canada)

3. FiO2 (Fraction of Inhaled Oxygen):

Date L ocation User Value Reason
Mar-03-2021 08:27:31 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

Form Version: 06-Jul-2020 21:55

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. What is the medication identifier?

Date L ocation User Value Reason
Mar-03-2021 08:27:49 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable

Time (US & Canada)

2. Category:

Date L ocation User Value Reason
Mar-03-2021 08:27:49 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable

Time (US & Canada)

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Mar-03-2021 08:27:49 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable

Time (US & Canada)

4, Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown, enter
thefull trade or proprietary name. I nclude clarifying information in the Medication text (e.g., | ngredient(s), route, use,

formulation).

Date L ocation User Value Reason
Mar-03-2021 08:27:49 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable

Time (US & Canada)

5. Start Date:

Date L ocation User Value Reason
Mar-03-2021 08:27:49 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable

Time (US & Canada)

6. Ongoing?
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090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Feb/26/2021

Form Version: 06-Jul-2020 21:55

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Audit Trail History

Form Status. Data Complete, Frozen

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Date L ocation User Value Reason
Mar-03-2021 08:27:49 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable

Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: IMAGING - eCRF Audit Trail History

on Feb/26/2021

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

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Mar-03-2021 08:28:06 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable

Time (US & Canada)

2. Location of Assessment:

Date L ocation User Value Reason
Mar-03-2021 08:28:06 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable

Time (US & Canada)

3. Type of Imaging Exam:

Date L ocation User Value Reason
Mar-03-2021 08:28:06 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable

Time (US & Canada)

4. Assessment:

Date Location User Value Reason
Mar-03-2021 08:28:06 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable

Time (US & Canada)
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090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Feb/26/2021

Form Version: 22-Apr-2020 21:04

Site No: 1013
Subject No: 10131786

Generated By: pfe.levissc

Trail History

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Mar-03-2021 11:07:54 | ACVOPFEINFP6000 | Behnaz Query 2: Deleted Query isinvalid or

(UTC-05:00) Eastern Yousefzadeh- does not apply

Time (US & Canada) Khiabani

(pfe.youseb01)

Mar-03-2021 09:54:10 | ACVOPFEINFP6000 | Steven Finelli | Query 1: Closed data updaed

(UTC-05:00) Eastern (pfe.finels)

Time (US & Canada)

Mar-03-2021 08:13:00 | ACVOPFEINFP6000 | Scott Salmon | Query 1: Answered ERRONEOUS

(UTC-05:00) Eastern (pfe.ssalmon) VISIT.

Time (US & Canada)

Mar-03-2021 08:12:08 | ACVOPFEINFP6000 | auto query Query 2: Candidate Erroneous Visit is

(UTC-05:00) Eastern (autoquery) marked, but date of

Time (US & Canada) visit is entered.
Please either untick
the erroneous visit
button if visit
occurred, or mark
any forms containing
datawithin this visit
as Not Done/Not
Applicable at the
form level.

Mar-03-2021 02:09:50 | ACVOPFEINFP6000 | Rajashekhar Query 1: Opened DM: Kindly review

(UTC-05:00) Eastern Reddy and complete

Time (US & Canada) (pfe.reddyrs1) ‘lmmunogenicity
form' at this visit.
Thank you.

Mar-02-2021 14:10:09 | ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssalmon) | Feb/26/2021

Time (US & Canada)

2. Erroneous Visit

Date L ocation User Value Reason

Mar-03-2021 08:12:08 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
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090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Feb/26/2021

Form Version: 22-Apr-2020 21:04
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.ssaimon) | ERRONEOUS VISIT

3. COVID-19 IlIness Visit:

(UTC-05:00) Eastern
Time (US & Canada)

Date L ocation User Value Reason
Mar-02-2021 14:10:09 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(pfe.ssalmon) | COVID_A1l
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Feb/26/2021

Form Version: 22-Apr-2020 21:03

Site No: 1013
Subject No: 10131786

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date L ocation User Value Reason
Mar-03-2021 08:13:11 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Mar-03-2021 08:13:11 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Mar-03-2021 08:13:11 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable

Time (US & Canada)

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

Date L ocation User Value Reason
Mar-03-2021 08:13:11 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable

Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Time (US & Canada)

Date L ocation User Value Reason
Feb-08-2021 16:39:53 ACVOPFEINFP6000 | Scott Salmon | Form Created
(UTC-05:00) Eastern (pfe.ssalmon)

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

Form Version: 22-Apr-2020 21:02

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date L ocation User Value Reason
Feb-08-2021 16:42:36 ACVOPFEINFP6000 | Scott Salmon | Form Created
(UTC-05:00) Eastern (pfe.ssalmon)
Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date L ocation User Value Reason

Feb-08-2021 16:39:53 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE |D:

Date L ocation User Value Reason

Feb-08-2021 16:39:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) |1

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Mar-12-2021 16:06:42 | ACVOPFEINFP6000 | Kathryn Sewell | Query 3: Closed Response satisfies

(UTC-05:00) Eastern (pfe.sewelk02) query

Time (US & Canada)

Mar-11-2021 10:19:05 | ACVOPFEINFPE000 | Matthew Query 3: Answered PER CRC SAFETY

(UTC-05:00) Eastern Stephens UPDATE WAS

Time (US & Canada) (pfe mstephens) SUBMITTED
WITH CON MEDS.

Mar-10-2021 20:46:44 | ACVOPFEINFPE000 | Kathryn Sewell | Query 3: Reissued:Opened Clinical 09Mar21

(UTC-05:00) Eastern (pfe.sewelk02) SAE update

Time (US & Canada) received; however
thereare no Con
Meds reported (for
depression, diabetes,
etc). Please submit a
SAE update with the
subject's con meds at
the time the event
occurred (30Jan21)

Mar-09-2021 13:36:12 | ACVOPFEINFP6000 | Matthew Query 3: Answered CRCWILL

(UTC-05:00) Eastern Stephens UPDATE.

Time (US & Canada) (pfe mstephens)

Mar-08-2021 08:06:13 | ACVOPFEINFPE000 | Kathryn Sewell | Query 3: Reissued:Opened Clinica - onthe

(UTC-05:00) Eastern (pfe.sewelk02) most recent SAE
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090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

update On O5Mar21,
no Con meds were
entered in the SAE
Con Meds section.

Please submit
ASAP.
Mar-08-2021 08:05:28 | ACVOPFEINFP6000 | Kathryn Sewell | Query 2: Closed Response satisfies
(UTC-05:00) Eastern (pfe.sewelk02) query
Time (US & Canada)
Mar-05-2021 13:35:00 | ACVOPFEINFPE000 | Scott Salmon Query 2: Answered CRC SUBMITTED
(UTC-05:00) Eastern (pfe.ssalmon) SAE UPDATE
Time (US & Canada) 5/MAR/2021.
Mar-05-2021 13:34:04 | ACVOPFEINFPE000 | Scott Salmon Query 3: Answered CRC SUBMITTED
(UTC-05:00) Eastern (pfe.ssalmon) SAE UPDATE
Time (US & Canada) 5/MAR/2021
Mar-05-2021 00:36:50 | ACVOPFEINFPE000 | Sathenapalli Query 2: Opened Clinical please
(UTC-05:00) Eastern Suguna Srujan submit the
Time (US & Canada) (pfe.srujas) information on
Medications
administered for the
SAE 'Syncope' asa
SAE safety update
(#2021101810).
Case remains with
safety as Efficacy
Endpoint not met.
Mar-05-2021 00:36:29 | ACVOPFEINFPE000 | Sathenapalli Query 3: Opened Clinica please
(UTC-05:00) Eastern Suguna Srujan submit the Con
Time (US & Canada) (pfe.srujas) Meds subject was
taking prior to SAE
start, assa SAE
safety update
(#2021101810) in
the Con Meds
section. Case
remains with safety
as Efficacy Endpoint
not met.
Mar-04-2021 11:09:16 | ACVOPFEINFPE000 | Kathryn Sewell | Query 3: Candidate Clinical please
(UTC-05:00) Eastern (pfe.sewelk02) submit the Con

Time (US & Canada)

Meds subject was
taking prior to SAE
start, asa SAE
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

safety update
(#2021101810) in
the Con Meds
section. Case
remains with safety
as Efficacy Endpoint
not met.

Mar-04-2021 11:05:06 | ACVOPFEINFPE000 | Kathryn Sewell | Query 2: Candidate Clinical please

(UTC-05:00) Eastern (pfe.sewelk02) submit the

Time (US & Canada) information on
Medications
administered for the
SAE 'Syncope' asa
SAE safety update
(#2021101810).
Case remains with
safety as Efficacy
Endpoint not met.

Feb-10-2021 14:58:59 ACVOPFEINFPE000 | Kathryn Sewell | Query 1: Closed 1st 2 vaccinations

(UTC-05:00) Eastern (pfe.sewelk02) reported to SAE

Time (US & Canada)

Feb-10-2021 14:56:20 | ACVOPFEINFPE000 | Kathryn Sewell | Query 1: Opened Clinical Please

(UTC-05:00) Eastern (pfe.sewelk02) submit a SAE

Time (US & Canada) (#2021101810)
safety update
reporting the first 2
study vaccinationsin
Oct & Nov 2020

Feb-08-2021 16:39:53 ACVOPFEINFPE000 | Scott Salmon Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssalmon) SYNCOPAL EPISODE

Time (US & Canada)

4. Start Date Time:

Date L ocation User Value Reason

Feb-08-2021 16:39:53 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssalmon) | Jan/30/2021 UNK:UNK

Time (US & Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
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Mar-02-2021 22:08:29 | ACVOPFEINFP6000 | Kathryn Sewell | Query 2: Closed Query closed; will
(UTC-05:00) Eastern (pfe.sewelk02) follow for requested
Time (US & Canada) end date
information.
Mar-01-2021 13:19:26 | ACVOPFEINFP6000 | Matthew Query 2: Answered CRCWILL
(UTC-05:00) Eastern Stephens UPDATE
Time (US & Canada) (pfe mstephens) ACCORDING TO
QUERY.
Feb-24-2021 12:44:21 ACVOPFEINFP6000 | Kathryn Sewell | Query 2: Opened Clinical Please
(UTC-05:00) Eastern (pfe.sewelk02) submit the Syncope
Time (US & Canada) SAE End date of
01Feb2l inaSAE
update
Feb-24-2021 12:42:34 | ACVOPFEINFP6000 | Kathryn Sewell | Query 1: Closed Response satisfies
(UTC-05:00) Eastern (pfe.sewelk02) query
Time (US & Canada)
Feb-22-2021 10:11:48 ACVOPFEINFP6000 | Scott Salmon Query 1: Answered PENDING
(UTC-05:00) Eastern (pfe.ssalmon) UPDATED SAE
Time (US & Canada) PER CRC.
Feb-15-2021 17:35:08 ACVOPFEINFP6000 | Kathryn Sewell | Query 1: Reissued:Opened Clinical - if theend
(UTC-05:00) Eastern (pfe.sewelk02) dateis uncertain, it
Time (US & Canada) should not be
reported in either
location. To
harmonize AE and
SAE reportsfor end
date, either remove
end date from AE
CREF or report
01Feb21 to SAE
(which can be
updated later).
Feb-11-2021 16:15:30 ACVOPFEINFPE000 | Scott Salmon Query 1: Answered AWAITING
(UTC-05:00) Eastern (pfe.ssalmon) RECORDS PER
Time (US & Canada) CRC
Feb-10-2021 15:03:56 ACVOPFEINFPE000 | Kathryn Sewell | Query 1: Opened Clinical SAE end
(UTC-05:00) Eastern (pfe.sewelk02) dateis 01Feb21;
Time (US & Canada) however, SAE
(2021101810) has
no end date. Please
confirm syncope
event lasted 2 days,
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harmonize reporting
and update as
applicablein AE
and SAE
Feb-08-2021 16:39:53 ACVOPFEINFP6000 | Scott Salmon Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) NO
Time (US & Canada) End Date Time:
Feb/1/2021 UNK:UNK
6. Toxicity Grade:
Date L ocation User Value Reason
Feb-08-2021 16:39:53 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | 3
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; I 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-15-2021 17:35:54 ACVOPFEINFPE000 | Kathryn Query 2: Closed Query closed; will
(UTC-05:00) Eastern Sewell follow for requested
Time (US & Canada) (pfe.sewelk02) COVID test
information.
Feb-11-2021 16:15:52 ACVOPFEINFPE000 | Scott Salmon | Query 2: Answered AWAITING
(UTC-05:00) Eastern (pfe.ssalmon) RECORDS PER
Time (US & Canada) CRC
Feb-10-2021 15:00:07 ACVOPFEINFPE000 | Kathryn Query 2: Opened Clinical COVID test
(UTC-05:00) Eastern Sewell status (yes/no)
Time (US & Canada) (pfe.sewelk02) during Hosp was not

reported in the SAE.
Please submit a
follow-up SAE form
[#2021101810] to
document if COVID
testing was
performed (YES/NO
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or info not available)
and if yes, the date

and results.
Feb-09-2021 12:30:56 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Feb-08-2021 16:39:53 ACVOPFEINFP6000 | auto query Query 1: Candidate For AE SYNCOPAL
(UTC-05:00) Eastern (autoquery) EPISODE:
Time (US & Canada) Response to "Isthe
adverse event

serious?' is'Yes' but
"Serious Adverse
Event Number" is
blank.

090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Feb-08-2021 16:39:53 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | YES

Time (US & Canada) Is this serious event associated
with congenital anomaly or bir
th defect?

NO

Did this serious event result in
death?

NO

Did this serious event require
or prolong hospitalization?

YES
Did this serious event result in
persistent or significant disabil
ity/incapacity?

NO

Isthis serious event life threate
ning?

NO

Other medically important seri
ous event
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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
Feb-08-2021 16:39:53 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | NO
Time (US & Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Feb-24-2021 12:44:50 ACVOPFEINFPE000 | Kathryn Query 1: Closed Response satisfies
(UTC-05:00) Eastern Sewell query
Time (US & Canada) (pfe.sewelk02)
Feb-17-2021 16:27:04 ACVOPFEINFP6000 | auto query Query 1: Answered Changed
(UTC-05:00) Eastern (autoquery) Information
Time (US & Canada)
Feb-17-2021 16:27:04 ACVOPFEINFPE000 | Scott Slmon | Data Entry: Changed
(UTC-05:00) Eastern (pfe.ssailmon) | NOT RELATED Information
Time (US & Canada) If Not Related to study treatme
nt(s), this event is due to:
OTHER
If Other, specify:
UNKNOWN
Feb-17-2021 10:46:26 ACVOPFEINFPE000 | Kathryn Query 1: Opened Clinical Other
(UTC-05:00) Eastern Sewell reason (non-study
Time (US & Canada) (pfe.sewelk02) drug) for event
Syncope cannot be
itself [ie Syncope
causing Syncope].
Please review al
Hx and ongoing
issues for subject
and update 'Other’
reason with an
issue, or Unknown
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Feb-08-2021 16:39:53 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | NOT RELATED
Time (US & Canada) If Not Related to study treatme
nt(s), thisevent is due to:
OTHER
If Other, specify:
SYNCOPAL EPISODE
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Feb-08-2021 16:39:53 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssaimon) | NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Mar-12-2021 13:48:22 | ACVOPFEINFP6000 | Kathryn Sewell | Query 1: Closed Response satisfies
(UTC-05:00) Eastern (pfe.sawelk02) query
Time (US & Canada)
Mar-12-2021 07:53:45 | ACVOPFEINFP6000 | Matthew Query 1: Answered PER CRC
(UTC-05:00) Eastern Stephens WAITING ON
Time (US & Canada) (pfe mstephens) MEDICAL
RECORDS.
Mar-11-2021 17:46:50 | ACVOPFEINFP6000 | Kathryn Sewell | Query 1: Reissued:Opened Clinical - this
(UTC-05:00) Eastern (pfe.sewelk02) answer 'YES refers
Time (US & Canada) to medical treatment
of the SAE
(Syncope); no
information was
reported for med
treatment of
Syncope. If no
Medication(s0
administered for
SAE, pleaserevise
answer to ‘NO'
Mar-11-2021 10:18:40 | ACVOPFEINFPE000 | Matthew Query 1: Answered PER CRC, SAFETY
(UTC-05:00) Eastern Stephens UPDATE WAS
Time (US & Canada) (pfe mstephens) SUBMITTED
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WITH CON MEDS.

Mar-10-2021 20:48:38
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Kathryn Sewell
(pfe.sewelk02)

Query 1: Reissued:Opened

Clinical 09Mar21
SAE update
received; however,
there was no report
of the Medication
(specified here as
YES) given for the
event of Syncope.
Please submit a SAE
update with the
treatment for
Syncope; if there
was NO medication
then change answer
toNO

Mar-09-2021 14:16:58
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Matthew
Stephens
(pfe mstephens)

Query 1: Answered

PER CRC, SAE
SAFETY
UPDATED WAS
SUBMITTED
TODAY 03/09/2021

Mar-09-2021 01:08:43
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Kathryn Sewell
(pfe.sewelk02)

Query 1: Reissued:Opened

CLINICAL - Thank
you; however
05Mar21 SAE
update did NOT list
any medicationsin
the SAE con med
section. Please
submit Con Meds
ASAP.

Mar-05-2021 13:35:39
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Scott Salmon
(pfe.ssalmon)

Query 1: Answered

CRC SUBMITTED
SAE SAFETY
UPDATE
5/MAR/2021.

Mar-05-2021 00:49:53
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Sathenapalli
Suguna Srujan
(pfe.srujas)

Query 1: Opened

Clinical please
submit the Con
Meds subject was
taking prior to SAE
start, asa SAE
safety update
(#2021101810) in
the Con Meds
section. Case
remains with safety
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not met.

‘ as Efficacy Endpoint
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11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Mar-04-2021 11:08:38 | ACVOPFEINFP6000 | Kathryn Query 1: Candidate Clinical please
(UTC-05:00) Eastern Sewell submit the Con
Time (US & Canada) (pfe.sewelk02) Meds subject was
taking prior to SAE
start, asa SAE
safety update
(#2021101810) in
the Con Meds
section. Case
remains with safety
as Efficacy Endpoint
not met.
Feb-08-2021 16:39:53 ACVOPFEINFPE000 | Scott Sdlmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | YES
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Feb-08-2021 16:39:53 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ NO
Time (US & Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 | Ricell Ann Query 4: Closed Response satisfies query
04:12:35 Piojo
(UTC-05:00) (pfe.quitor)
Eastern Time (US
& Canada)
Mar-01-2021 ACVOPFEINFPE000 | Matthew Query 4: Answered | CRC WILL UPDATE
15:26:14 Stephens ACCORDINGLY WITH SAFETY
(UTC-05:00) (pfe.mstephens) FOLLOW UP
Eastern Time (US
& Canada)
Feb-26-2021 ACVOPFEINFP6000 | Ricell Ann Query 4: Opened SAE
00:54:23 Pigjo RECON:AER#2021101810,0utcome
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(UTC-05:00) (pfe.quitor) was reported as

Eastern Time (US RECOVERING/RESOLVING to

& Canada) Safety DB however, recorded as
RECOVERED/RESOLVED on AE
CRF. Please confirm correct
outcome. If safety updateis
required, please submit a follow-up
form.

Feb-16-2021 ACVOPFEINFP6000 | auto query Query 3: Closed Close Auto Query

13:18:59 (autoquery)

(UTC-05:00)

Eastern Time (US

& Canada)

Feb-16-2021 ACVOPFEINFP6000 | Matthew Data Entry: Transcription Error

13:18:59 Stephens RECOVERED/RES

(UTC-05:00) (pfe.mstephens) | OLVED

Eastern Time (US

& Canada)

Feb-16-2021 ACVOPFEINFP6000 | Ricell Ann Query 2: Closed Response satisfies query

02:04:57 Piojo

(UTC-05:00) (pfe.quitor)

Eastern Time (US

& Canada)

Feb-15-2021 ACVOPFEINFP6000 | auto query Query 3: Opened For AE SYNCOPAL EPISODE:

15:09:24 (autoquery) Response to "What was the outcome

(UTC-05:00) of this adverse event?' is

Eastern Time (US 'Recovering/Resolving' but AE End

& Canada) Date/Timeis present.

Feb-15-2021 ACVOPFEINFP6000 | auto query Query 2: Answered | Transcription Error

15:09:24 (autoquery)

(UTC-05:00)

Eastern Time (US

& Canada)

Feb-15-2021 ACVOPFEINFP6000 | Scott Salmon Data Entry: Transcription Error

15:09:24 (pfe.ssaimon) | RECOVERING/RE

(UTC-05:00) SOLVING

Eastern Time (US

& Canada)

Feb-15-2021 ACVOPFEINFPE000 | Gladys Noi Query 2: Opened SAE RECON: AER 2021101810

10:27:06 (pfe.noig) has outcome updated to

(UTC-05:00) "RECOVERING/RESOLVING" in

Eastern Time (US SDB. Please review and update
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& Canada)

accordingly or clarify.

Feb-11-2021 ACVOPFEINFP6000 | Gladys Noi Query 1: Closed Response satisfies query

13:09:27
(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.noig)

Feb-11-2021 ACVOPFEINFP6000 | Scott Salmon Query 1: Answered | Original valueis correct

10:41:35
(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.ssalmon)

Feb-09-2021 ACVOPFEINFPE000 |PamelaBenne | Query 1: Opened SAE RECON: AER 2021101810

12:34:02
(UTC-05:00)
Eastern Time (US
& Canada)

prod has reported outcome of
(pfe.bennep07) "RECOVERED/RESOLVED" in
SDB. Please review and update
accordingly or clarify.

Feb-08-2021 ACVOPFEINFP6000 | Scott Salmon Data Entry: Initial Entry

16:39:53
(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.ssalmon) RECOVERED/RES
OLVED

14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Feb-08-2021 16:39:53 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.ssalmon) | NO

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason
Feb-09-2021 12:30:56 ACVOPFEINFP6000 | PamelaBenne |DataEntry: Initial Entry
(UTC-05:00) Eastern prod 2021101810
Time (US & Canada) (pfe.bennep07)
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Back to Form

1. Category:

Date L ocation User Value Reason
Feb-08-2021 16:42:36 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE|D:

Date L ocation User Value Reason
Feb-08-2021 16:42:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |2

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-11-2021 17:54:38

ACVOPFEINFP6000

Kathryn Sewell | Query 4: Closed

Response satisfies

(UTC-05:00) Eastern (pfe.sewelk02) query

Time (US & Canada)

Mar-09-2021 13:41:09 | ACVOPFEINFP6000 | Matthew Query 4: Answered CRC SUBMITTED
(UTC-05:00) Eastern Stephens UPDATE TODAY
Time (US & Canada) (pfe mstephens) 03/09/2021
Mar-08-2021 08:13:40 | ACVOPFEINFP6000 | Kathryn Sewell | Query 3: Closed requery

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.sewelk02)

Mar-08-2021 08:13:02
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

Kathryn Sewell | Query 4: Opened
(pfe.sewelk02)

Clinica - thank you;
however most recent
SAE report on
05Mar21 did not
report Con medsin
SAE Con Meds
section. Please
submit the Con
Meds update ASAP

Mar-05-2021 22:48:24
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Kathryn Sewell | Query 2: Closed
(pfe.sewelk02)

Response satisfies
query
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Mar-05-2021 13:36:27 | ACVOPFEINFP6000 | Scott Salmon Query 3: Answered CRC SUBMITTED
(UTC-05:00) Eastern (pfe.ssalmon) SAE REPORT
Time (US & Canada) 5/MAR/2021.
Mar-05-2021 00:48:03 | ACVOPFEINFP6000 | Sathenapalli Query 3: Opened Clinical Please
(UTC-05:00) Eastern Suguna Srujan submit the subject's
Time (US & Canada) (pfe.srujas) Con Meds prior to
SAE start in SAE
report Con Meds
section. Case
remains with safety,
as Efficacy Endpoint
not met.
Mar-04-2021 16:06:32 | ACVOPFEINFP6000 | Matthew Query 2: Answered CRCWILL
(UTC-05:00) Eastern Stephens UPDATE SAE
Time (US & Canada) (pfe mstephens) REPORT.
Mar-04-2021 11:11:00 ACVOPFEINFPE000 | Kathryn Sewell | Query 3: Candidate Clinical Please
(UTC-05:00) Eastern (pfe.sewelk02) submit the subject's
Time (US & Canada) Con Meds prior to
SAE start in SAE
report Con Meds
section. Case
remains with safety,
as Efficacy Endpoint
not met.
Mar-04-2021 10:47:14 ACVOPFEINFP6000 | Kathryn Sewell | Query 2: Opened Clinical Please
(UTC-05:00) Eastern (pfe.sewelk02) submit the subject's
Time (US & Canada) Con Meds prior to
SAE start in SAE
report Con Meds
section. Case
remains with safety,
as Efficacy Endpoint
not met.
Feb-25-2021 11:00:16 ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies
(UTC-05:00) Eastern Bouguermouh query
Time (US & Canada) (pfe.bougus)
Feb-22-2021 10:12:40 ACVOPFEINFPE000 | Scott Salmon Query 1: Answered PENDING
(UTC-05:00) Eastern (pfe.ssalmon) UPDATED SAEs
Time (US & Canada) PER CRC.
Feb-15-2021 10:01:16 ACVOPFEINFPE000 | Salim Query 1: Reissued: Opened Clin: Please start to
(UTC-05:00) Eastern Bouguermouh enter the available
Time (US & Canada) (pfe.bougus) data on the potential
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COVID-19 lliness
Visit CRF forms

Feb-11-2021 16:16:26 ACVOPFEINFPE000 | Scott Salmon Query 1: Answered AWAITING

(UTC-05:00) Eastern (pfe.ssalmon) RECORDS PER

Time (US & Canada) CRC

Feb-09-2021 16:09:33 ACVOPFEINFP6000 | Salim Query 1: Opened Clin: Per Prot Sect

(UTC-05:00) Eastern Bouguermouh 8.13., COVID-19

Time (US & Canada) (pfe.bougus) PNEUMONIA
should trigger a
potential COVID-19
IlIness Visit and
captured on the
appropriate potential
COVID-19 llIness
Visit CRF forms and
aNASAL SWAB
COLLECTED
ASAP

Feb-08-2021 16:42:36 ACVOPFEINFP6000 | Scott Salmon Data Entry: Initial Entry

(UTC-05:00) Eastern (pfessamon) | COVID-19 PNEUMONIA

Time (US & Canada)

4. Start Date Time:

Date L ocation User Value Reason

Feb-08-2021 16:42:36 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssalmon) | Feb/2/2021 UNK:UNK

Time (US & Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Mar-02-2021 22:09:34 | ACVOPFEINFP6000 | Kathryn Sewell | Query 1: Closed Query closed; will

(UTC-05:00) Eastern (pfe.sewelk02) follow for requested

Time (US & Canada) End Date
information.

Mar-01-2021 10:07:09 | ACVOPFEINFP6000 | Matthew Query 1: Answered CRC WILL SEND

(UTC-05:00) Eastern Stephens UPDATE.

Time (US & Canada) (pfe mstephens)

Feb-24-2021 12:47:11 ACVOPFEINFP6000 | Kathryn Sewell | Query 1: Reissued: Opened Clinical Please

(UTC-05:00) Eastern (pfe.sewelk02) submit the SAE end

Time (US & Canada) date of 06Feb2lina
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status. Data Complete, Queries

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.ssalmon) | 3

SAE update
Feb-22-2021 10:13:04 | ACVOPFEINFP6E000 | Scott Salmon Query 1: Answered PENDING
(UTC-05:00) Eastern (pfe.ssalmon) UPDATED SAEs
Time (US & Canada) PER CRC.
Feb-15-2021 17:39:11 ACVOPFEINFP6000 | Kathryn Sewell | Query 1: Reissued:Opened Clinical - if the end
(UTC-05:00) Eastern (pfe.sawelk02) date is uncertain, it
Time (US & Canada) should not be
reported in either
location. To
harmonize AE and
SAE reports for end
date, either remove
end date from AE
CRF or report
06Feb21 to SAE
(which can be
updated later).
Feb-11-2021 16:17:52 ACVOPFEINFP6000 | Scott Salmon Query 1: Answered AWAITING
(UTC-05:00) Eastern (pfe.ssalmon) RECORDS PER
Time (US & Canada) CRC
Feb-10-2021 15:05:51 ACVOPFEINFP6000 | Kathryn Sewell | Query 1: Opened Clinical SAE end
(UTC-05:00) Eastern (pfe.sewelk02) date is 06Feb21;
Time (US & Canada) however, SAE
(#2021132689) has
no end date. Please
submit a SAE safety
update reporting the
event end date, at
the event STOP
date/time
Feb-08-2021 16:42:36 ACVOPFEINFP6000 | Scott Salmon Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) NO
Time (US & Canada) End Date Time:
Feb/6/2021 UNK:UNK
6. Toxicity Grade:
Date Location User Value Reason
Feb-08-2021 16:42:36 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Queries

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

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

Location

User

Value

Reason

Mar-08-2021 08:11:58
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Kathryn
Sewell
(pfe.sewelk02)

Query 3: Closed

SAE report states
relevant tests are
Unknown whichis
c/w Covid IllIness
visit CRFs (no
COVID test)

Mar-05-2021 13:38:48
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

Scott Salmon
(pfe.ssalmon)

Query 3: Answered

CRC SUBMITTED
DATA 5/MAR/2021.

Mar-05-2021 00:48:33
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Sathenapalli
Suguna Srujan
(pfe.srujas)

Query 3: Opened

Clinical SAE report
for pneumoniafrom
COVID-19 needs to
document a positive
COVID test in order
to support this
diagnosis. Please
confirm from subject
that a positive test
was reported (submit
thisto SAE) & try to
obtain records prior
to study datalock

Mar-04-2021 10:51:14
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Kathryn
Sewell
(pfe.sewelk02)

Query 3: Candidate

Clinical SAE report
for pneumoniafrom
COVID-19 needsto
document a positive
COVID test in order
to support this
diagnosis. Please
confirm from subject
that a positive test
was reported (submit
thisto SAE) & try to
obtain records prior
to study datalock
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Site No: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Queries

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

*** Confidential***

Feb-15-2021 17:39:43 ACVOPFEINFP6000 | Kathryn Query 2: Closed Query closed; will
(UTC-05:00) Eastern Sewell follow for requested
Time (US & Canada) (pfe.sewelk02) COVID test
information.
Feb-11-2021 16:18:14 ACVOPFEINFP6000 | Scott Salmon | Query 2: Answered AWATING
(UTC-05:00) Eastern (pfe.ssalmon) RECORDS PER
Time (US & Canada) CRC
Feb-10-2021 20:22:10 ACVOPFEINFPE000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Feb-10-2021 15:07:23 ACVOPFEINFP6000 | Kathryn Query 2: Opened Clinical COVID test
(UTC-05:00) Eastern Sewell status (yes/no)
Time (US & Canada) (pfe.sewelk02) during Hosp was not
reported in the SAE.
Please submit a
follow-up SAE form
[#2021132689] to
document if COVID
testing was
performed (YES/NO
or info not available)
and if yes, the date
and results.
Feb-08-2021 16:42:36 ACVOPFEINFPE000 | auto query Query 1: Candidate For AE COVID-19
(UTC-05:00) Eastern (autoquery) PNEUMONIA:
Time (US & Canada) Response to "Isthe
adverse event
serious?’ is'Yes but
"Serious Adverse
Event Number" is
blank.
Feb-08-2021 16:42:36 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | YES
Time (US & Canada) Is this serious event associated
with congenital anomaly or bir
th defect?
NO
Did this serious event result in
death?
NO
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Queries

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Did this serious event require
or prolong hospitalization?

YES
Did this serious event result in
persistent or significant disabil
ity/incapacity?

NO

Isthis serious event life threat
ening?

NO

Other medically important seri
ous 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
Feb-08-2021 16:42:36 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.ssalmon) [ NO

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Mar-02-2021 22:09:47 ACVOPFEINFP6000 | Kathryn Query 1: Closed Response satisfies
(UTC-05:00) Eastern Sewell query
Time (US & Canada) (pfe.sewelk02)
Feb-18-2021 11:44:11 ACVOPFEINFPE000 | auto query Query 1: Answered Changed
(UTC-05:00) Eastern (autoquery) Information
Time (US & Canada)
Feb-18-2021 11:44:11 ACVOPFEINFPE000 | Scott Slmon | Data Entry: Changed
(UTC-05:00) Eastern (pfe.ssalmon) | NOT RELATED Information
Time (US & Canada) If Not Related to study treatme

nt(s), this event is due to:
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status. Data Complete, Queries

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

OTHER
If Other, specify:
UNKNOWN
Feb-17-2021 10:47:55 ACVOPFEINFPE000 | Kathryn Query 1: Opened Clinical Other
(UTC-05:00) Eastern Sewell reason (non-study
Time (US & Canada) (pfe.sewelk02) drug) for COVID

pneumonia cannot
beitself (COVID
pneumonia). Please
review current
infections that have

Page 601 of 629
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led to COVID

Pneumonia and

update 'other’

reason, or record

UNKNOWN
Feb-08-2021 16:42:36 ACVOPFEINFPE000 | Scott Slmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssaimon) | NOT RELATED
Time (US & Canada) If Not Related to study treatme

nt(s), this event is due to:
OTHER
If Other, specify:
COVID-19 PNEUMONIA

10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Feb-08-2021 16:42:36 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Mar-12-2021 16:09:34 | ACVOPFEINFPE000 | Kathryn Sewell | Query 2: Reissued:Opened Clinica - on
(UTC-05:00) Eastern (pfe.sewelk02) 09Mar21 we
Time (US & Canada) received a SAE

update for Syncope

(#2021101810);

FDA-CBER-2021-5683-0140463
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1013

Subject No: 10131786
Generated By: pfelevissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Queries
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

however, no update
was received for
COVID Pneumonia
(#2021132689).
Please submit a SAE
followup for COVID
on treatment (02,
Remdesivir, steroids,
other)

Mar-09-2021 13:47:54
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Matthew
Stephens
(pfe mstephens)

Query 2: Answered

CRC SENT SAE
UPDATE TODAY
03/09/2021

Mar-08-2021 08:15:47
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Kathryn Sewell
(pfe.sewelk02)

Query 2: Reissued:Opened

Clinical - Thank
you; however, most
recent SAE report on
05Mar21 did NOT
report any treatment
for event
Pneumonia. Please
submit meds for
pneumonia (per
Subject report or
Med records) to
SAE. If NO meds
for pneumonia,
change the answer
hereto NO

Mar-04-2021 16:42:43
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Matthew
Stephens
(pfe mstephens)

Query 2: Answered

CRCWILL SEND
SAE SAFETY
UPDATE.

Mar-04-2021 10:46:13
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Kathryn Sewell
(pfe.sewelk02)

Query 2: Opened

Clinical please
submit the
information on
Medications
administered for the
SAE 'COVID
pneumonia asa
SAE safety update
(#2021132689).
Caseremains with
safety as Efficacy
Endpoint not met.
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Queries

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

11. Was a Concomitant Medication given?

*** Confidential***

Date L ocation User Value Reason

Feb-16-2021 16:51:21 ACVOPFEINFP6000 | Kathryn Query 1: Closed Query closed; will

(UTC-05:00) Eastern Sewell follow for requested

Time (US & Canada) (pfe.sewelk02) COVID medications
information.

Feb-11-2021 16:19:36 ACVOPFEINFPE000 | Scott Salmon | Query 1: Answered AWAITING

(UTC-05:00) Eastern (pfe.ssalmon) RECORDS PER

Time (US & Canada) CRC

Feb-10-2021 15:08:26 ACVOPFEINFP6000 | Kathryn Query 1: Opened Clinical please

(UTC-05:00) Eastern Sewell submit the

Time (US & Canada) (pfe.sewelk02) information on
Medications
administered for the
SAE'COVID
pneumonid as a
SAE safety update
(#2021132689)

Feb-08-2021 16:42:36 ACVOPFEINFP6000 | Scott Sailmon | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssalmon) | YES

Time (US & Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason

Feb-08-2021 16:42:36 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssalmon) | NO

Time (US & Canada)

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

Date Location User Value Reason

Feb-08-2021 16:42:36 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssalmon) | RECOVERED/RESOLVED

Time (US & Canada)

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

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: 1013
Subject No: 10131786
Generated By: pfelevissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Queries

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Feb-08-2021 16:42:36
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(pfe.ssalmon) [ NO

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason
Feb-10-2021 20:22:10 ACVOPFEINFP6000 |Ricell Ann | Data Entry: Initial Entry
(UTC-05:00) Eastern Pigjo 2021132689
Time (US & Canada) (pfe.quitor)
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - Audit Trail

Form Status:

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason
Nov-12-2020 16:27:30 ACVOPFEINFP6000 | Matthew Form Deleted Transcription
(UTC-05:00) Eastern Stephens Error

Time (US & Canada) (pfe mstephens)

Nov-12-2020 16:25:31 ACVOPFEINFP6000 | Matthew Form Created

*** Confidential***

(UTC-05:00) Eastern Stephens
Time (US & Canada) (pfe mstephens)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

SiteNo: 1013
Subject No: 10131786

Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. What is the medication identifier?

Date L ocation User Value Reason
Nov-12-2020 16:27:11 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-05:00) Eastern (autocalc)

Time (US & Canada)

Nov-12-2020 16:25:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |1

Time (US & Canada)

2. Category:

Date L ocation User Value Reason
Nov-12-2020 16:27:11 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-05:00) Eastern (autocalc)

Time (US & Canada)

Nov-12-2020 16:25:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | VACCINATIONS

Time (US & Canada)

3. Concomitant Medications Pre-specified:

Date Location User Value Reason
Nov-12-2020 16:27:11 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-05:00) Eastern (autocalc)

Time (US & Canada)

Nov-12-2020 16:25:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |NO

Time (US & Canada)

4, Medication:

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

formulation).

Date L ocation User Value Reason
Nov-12-2020 16:27:11 | ACVOPFEINFP6000 | Matthew Data Entry: Transcription Error
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

SiteNo: 1013
Subject No: 10131786

Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

*** THISREPEATING FORM HASBEEN DELETED ***

(UTC-05:00) Eastern Stephens

Time (US & Canada) (pfe.mstephens)

Nov-12-2020 16:25:31 | ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry

(UTC-05:00) Eastern Stephens INFLUENZA VACCINE

Time (US & Canada) (pfe.mstephens)

5. Date:

Date L ocation User Value Reason

Nov-12-2020 16:27:19 | ACVOPFEINFPE000 | auto query Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Nov-12-2020 16:27:19 | ACVOPFEINFP6000 | Matthew Data Entry: Transcription Error

(UTC-05:00) Eastern Stephens

Time (US & Canada) (pfe.mstephens)

Nov-12-2020 16:25:31 | ACVOPFEINFP6000 | auto query Query 1: Opened Dateis more than

(UTC-05:00) Eastern (autoquery) 28 daysprior to

Time (US & Canada) Informed Consent
Date. Please correct
as necessary.

Nov-12-2020 16:25:31 | ACVOPFEINFPE6000 | Matthew Data Entry: Initial Entry

(UTC-05:00) Eastern Stephens Sep/22/2020

Time (US & Canada) (pfe.mstephens)
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 10-Dec-2020 02:29

Site No: 1013
Subject No: 10131786
Generated By: pfelevissc

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Dec-10-2020 16:04:41 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Dec/10/2020
Time (US & Canada) (pfe mstephens)
2. Phase of Disposition:
Date L ocation User Value Reason
Dec-10-2020 16:04:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | VACCINATION
Time (US & Canada)
3. Status:
Date L ocation User Value Reason
Dec-10-2020 16:04:41 ACVOPFEINFPE000 | Matthew Data Entry: Initia Entry
(UTC-05:00) Eastern Stephens COMPLETED
Time (US & Canada) (pfe mstephens)
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

(UTC-05:00) Eastern
Time (US & Canada)

Date Location User Value Reason
Jan-27-2021 19:22:47 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry

(pfe.ssalmon) | Jan/18/2021

*** Confidential***
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit
Trail History

Form Status. Data Complete, Frozen

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

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

Date L ocation User Value Reason
Jan-27-2021 19:22:54 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Participant iswilling to return for
Time (US & Canada) Vaccination 3

Participant is:

eligible per local/national reco
mmendations and confirmed to
have received only placebo at
Vaccination 1/2
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

SiteNo: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials; ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Jan-27-2021 19:22:30 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Jan/18/2021

Time (US & Canada)

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Jan-27-2021 19:22:30 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | ASSESSELIGIBILITY FOR AD

Time (US & Canada) DITIONAL VACCINATION
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:02
Site No: 1013

Subject No: 10131786
Generated By: pfe.levissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Jan-27-2021 19:23:57 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.ssalmon) | Jan/25/2021
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF

Audit Trail History
Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was.

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.ssailmon) | OBTAINED
Date Written Consent Obtained

Jan/25/2021

Date L ocation User Value Reason
Jan-27-2021 19:24:08 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

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

Form Version: 10-Dec-2020 02:31

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION
- eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason
Jan-27-2021 19:24:39 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Jan/25/2021

Time (US & Canada)

2. Phase of Disposition:

Date L ocation User Value Reason
Jan-27-2021 19:24:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | REPEAT SCREENING 1

Time (US & Canada)

3. Status:

Date L ocation User Value Reason
Jan-27-2021 19:24:39 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.ssalmon) | COMPLETED
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 14-Jan-2021 02:21
Site No: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LAB URINALY SIS- PREGNANCY TEST - eCRF Audit Trall
History

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Pand:

Date L ocation User Value Reason
Jan-27-2021 19:25:24 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable

Time (US & Canada)

2. Lab Sub-Panel:

Date L ocation User Value Reason
Jan-27-2021 19:25:24 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable

Time (US & Canada)

3. Collection Date:

Date L ocation User Value Reason
Jan-27-2021 19:25:24 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable

Time (US & Canada)

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason
Jan-27-2021 19:25:24 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable

Time (US & Canada)

5. Specimen Type:

Date Location User Value Reason
Jan-27-2021 19:25:24 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable

Time (US & Canada)

6.a

Date Location User Value Reason
Jan-27-2021 19:25:24 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry

*** Confidential***
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Header Text: c4591001

Visit: V101 _VAX3

Form Version: 14-Jan-2021 02:21

SiteNo: 1013

Subject No: 10131786
Generated By: pfe.levissc

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Verified
Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00) Eastern (pfe.ssalmon) | Sponsor-Defined Id Not Applic
Time (US & Canada) entifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
6.a Sponsor 1D:
Date L ocation User Value Reason
Jan-27-2021 19:25:24 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable
Time (US & Canada)
6.a Test:
Date L ocation User Value Reason
Jan-27-2021 19:25:24 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable
Time (US & Canada)
6.a Result:
Date L ocation User Value Reason
Jan-27-2021 19:25:24 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | Not Applicable
Time (US & Canada)
6.a Not Done:
Date L ocation User Value Reason
Jan-27-2021 19:25:24 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Not Applicable
Time (US & Canada)
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Header Text: c4591001
Visit: V101 VAX3

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Form Status. Data Complete, Frozen, Verified

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Time (US & Canada)

Jan/25/2021

Date of Collection:

1. Data Origin

Date L ocation User Value Reason

Jan-27-2021 19:25:44 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Jan-27-2021 19:25:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SERUM

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Jan-28-2021 13:58:21 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Jan-28-2021 04:30:57 ACVOPFEINFPE000 | Roshni Nair | Query 1. Opened ‘Sample Collected?

(UTC-05:00) Eastern (pfe nairr29) is Yes, however no

Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.

Jan-27-2021 19:25:44 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?

(UTC-05:00) Eastern (autoquery) is Yes, however no

Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.

Jan-27-2021 19:25:44 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssalmon) | YES

5a
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Header Text: c4591001
Visit: V101 _VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Date L ocation User Value Reason
Jan-28-2021 13:58:21 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Sample |D: BRBR30
Time (US & Canada)
5.aSamplelD
Date L ocation User Value Reason
Jan-28-2021 13:58:21 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | BRBR30
Time (US & Canada)
5b
Date Location User Value Reason
Jan-28-2021 13:58:32 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Sample|D: BRBR31
Time (US & Canada)
5.b Sample D
Date L ocation User Value Reason
Jan-28-2021 13:58:32 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | BRBR31
Time (US & Canada)
5.c
Date L ocation User Value Reason
Jan-28-2021 13:58:45 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Sample |D: BRBR32
Time (US & Canada)
5.c Sample D
Date L ocation User Value Reason
Jan-28-2021 13:58:45 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | BRBR32
Time (US & Canada)
5d
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Header Text: c4591001

Visit: V101 _VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Form Version: 22-Apr-2020 21:03
Site No: 1013

Subject No: 10131786

Generated By: pfe.levissc

090177e196ae2f62\Final\Final On: 01-Apr-2021 03:41 (GMT)

Date L ocation User Value Reason
Jan-28-2021 13:59:07 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Sample|D: BSLRHM
Time (US & Canada)
5.d Sample|D
Date Location User Value Reason
Jan-28-2021 13:59:07 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssailmon) | BSLRHM
Time (US & Canada)
5.e
Date Location User Value Reason
Jan-28-2021 13:59:16 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Sample |D: BSLRHN
Time (US & Canada)
5.eSample D
Date Location User Value Reason
Jan-28-2021 13:59:16 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | BSLRHN
Time (US & Canada)
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Header Text: c4591001

Visit: V101 _VAX3

Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1013
Subject No: 10131786

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Form Status. Data Complete, Frozen, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date L ocation User Value Reason

Jan-27-2021 19:25:58 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Jan-27-2021 19:25:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | NASAL_SWAB

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Jan-28-2021 13:58:00 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Jan-28-2021 04:30:57 ACVOPFEINFPE000 | Roshni Nair | Query 1. Opened ‘Sample Collected?

(UTC-05:00) Eastern (pfe nairr29) is Yes, however no

Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.

Jan-27-2021 19:25:58 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?

(UTC-05:00) Eastern (autoquery) is Yes, however no

Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.

Jan-27-2021 19:25:58 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.ssalmon) | YES

Time (US & Canada) Date of Collection:

Jan/25/2021
5a
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Header Text: c4591001
Visit: V101 _VAX3

Site No: 1013
Subject No: 10131786
Generated By: pfe.levissc

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

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00) Eastern
Time (US & Canada)

Date L ocation User Value Reason
Jan-28-2021 13:58:00 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(pfe.ssalmon) | Sample |D: BRBRPM

(UTC-05:00) Eastern
Time (US & Canada)

5.aSamplelD
Date L ocation User Value Reason
Jan-28-2021 13:58:00 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry

(pfe.ssailmon) | BRBRPM
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Header Text: c4591001

Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:26

Site No: 1013
Subject No: 10131786

Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason
Jan-27-2021 19:26:25 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) [ NO
Time (US & Canada)
2. Treatment Name
Date L ocation User Value Reason
Jan-27-2021 19:26:25 ACVOPFEINFPE000 |autocalc |DataEntry: Initia Entry
(UTC-05:00) Eastern (autocalc) | BNT162b2
Time (US & Canada)
3. Formulation:
Date L ocation User Value Reason
Jan-27-2021 19:26:25 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INJECTION
Time (US & Canada)
4. Dose Date Time:
Date Location User Value Reason
Jan-27-2021 19:26:25 ACVOPFEINFP6000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | Jan/25/2021 14:50
Time (US & Canada)
5. Anatomical Location:
Date L ocation User Value Reason
Jan-27-2021 19:26:25 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE
Time (US & Canada)
6. Body Side:
Date Location User Value Reason
Jan-27-2021 19:26:25 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | LEFT
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:26
SiteNo: 1013

Subject No: 10131786

Generated By: pfelevissc

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

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

7. Route:

Date L ocation User Value Reason
Jan-27-2021 19:26:25 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INTRAMUSCULAR

Time (US & Canada)

8. Actual Dose:

Date L ocation User Value Reason
Jan-27-2021 19:26:25 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |30.0

Time (US & Canada)

9. Unit:

Date L ocation User Value Reason
Jan-27-2021 19:26:25 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |ug

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Jan-27-2021 19:26:25 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 30 MINUTES

Time (US & Canada)

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

administration?

Date Location User Value Reason
Jan-27-2021 19:26:25 ACVOPFEINFPE000 | Scott Salmon | Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.ssalmon) | YES
Time (US & Canada)
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Header Text: c4591001

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

Site No: 1013

Subject No: 10131786

Generated By: pfelevissc

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status. Data Complete, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status
Date L ocation User Value Reason
Mar-04-2021 12:30:15 | ACVOPFEINFP6000 | DonnaBrandt- | Query 3: Closed Response satisfies
(UTC-05:00) Eastern VanBlarcom query
Time (US & Canada) (pfe.brandd01)
Mar-04-2021 10:02:51 | ACVOPFEINFP6000 | Scott Salmon Query 3: Answered SUBJECT
(UTC-05:00) Eastern (pfe.ssalmon) DELAYED DUETO
Time (US & Canada) CovID
SYMPTOMOLOGY
DURING WINDOW.
Mar-04-2021 09:41:55 | ACVOPFEINFP6000 | Katerina Query 2: Closed Response satisfies
(UTC-05:00) Eastern Trpeski query
Time (US & Canada) (pfe. TRPESK)
Mar-04-2021 09:41:43 | ACVOPFEINFP6000 | Katerina Query 1: Closed Response satisfies
(UTC-05:00) Eastern Trpeski query
Time (US & Canada) (pfe. TRPESK)
Mar-04-2021 01:43:57 | ACVOPFEINFP6000 | Deepthi Query 3: Opened DM: V102 overdue
(UTC-05:00) Eastern Chandrasekaran based on expected
Time (US & Canada) (pfe.chandd38) visit window. Please
enter dataor, if visit
will never occur, mark
Date of Visit as Not
Done with form level
comment.
Mar-03-2021 08:31:25 | ACVOPFEINFPG000 | Scott Salmon Query 2: Answered ILLNESSVISIT
(UTC-05:00) Eastern (pfe.ssalmon) ENTERED FOR
Time (US & Canada) 26/FEB/2021.
Mar-03-2021 08:30:46 | ACVOPFEINFP6000 | Scott Salmon Query 1: Answered COVID ILLNES
(UTC-05:00) Eastern (pfe.ssalmon) VISIT ENTERED
Time (US & Canada) FORVISIT
OCCURRENCE
26/FEB/2021.
Mar-03-2021 01:38:13 | ACVOPFEINFP6000 | Ajit Maode Query 2: Reissued:Opened RQ1: Thank you for
(UTC-05:00) Eastern (pfe maloda) the response, however
Time (US & Canada) in database COVID
[lIness visit is still
missing for symptom
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Header Text: c4591001

Site No: 1013
Subject No: 10131786

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

Generated By: pfelevissc

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status. Data Complete, Verified

Site Name: (1013) Clinical Neuroscience Solutions Inc.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21

recorded on
20FEB2021. Please
confirm the data.
Thank you.

Mar-03-2021 01:34:38
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Ajit Maode Query 1: Reissued:Opened RQ1: Thank you for
(pfe maloda) the response, however
in database COVID
IInessvisit is still
missing for symptom
recorded on
04FEB2021. Please
confirm the data.

Time (US & Canada)

Thank you.
Mar-02-2021 14:50:39 | ACVOPFEINFPG000 | Scott Salmon Query 2: Answered ILLNESSVISIT
(UTC-05:00) Eastern (pfe.ssalmon) ENTERED
Time (US & Canada) 2IMAR/2021.
Mar-02-2021 14:50:12 | ACVOPFEINFP6000 | Scott Salmon Query 1: Answered COVID ILLNESS
(UTC-05:00) Eastern (pfe.ssalmon) VISIT ENTERED
Time (US & Canada) 2/IMAR/2021.
Mar-02-2021 00:30:39 | ACVOPFEINFPG000 | Ajit Malode Query 2: Reissued:Opened [lIness eDiary RQ2:
(UTC-05:00) Eastern (pfe maloda) Thank you for

response, as per
response please
update the
corresponding I11ness
visit accordingly. Else

clarify.
Mar-02-2021 00:29:42 | ACVOPFEINFP6000 | Ajit Maode Query 1: Reissued:Opened IlIness eDiary RQ2:
(UTC-05:00) Eastern (pfe maloda) Thank you for
Time (US & Canada) response, as per

response however

corresponding llIness
visit with SOD date
corresponding to 4th
Febis till not
updated, please refer
eCCG section 8.29
and update data
accordingly. Else

clarify.
Mar-01-2021 10:10:30 | ACVOPFEINFP6000 | Matthew Query 2: Answered ILLNESSVISIT
(UTC-05:00) Eastern Stephens WAS COMPLETED
Time (US & Canada) (pfe mstephens) ON 02/26/2021.
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VISIT WILL BE
ENTERED TODAY

Mar-01-2021 10:10:11
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

Matthew
Stephens
(pfe mstephens)

Query 1: Answered

ILLNESSVISIT
WILL BE ENTERED
TODAY

Feb-26-2021 02:24:06
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Ajit Malode
(pfe maloda)

Query 2: Reissued:Opened

[lIness eDiary Q1:
Thank you for
response, however
COVID llinessvisitis
still missing for
COVID-19 symptoms
or diagnosis on
20FEB2021. Please
verify and update the
data else clarify.

Feb-25-2021 15:53:09
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Matthew
Stephens
(pfe mstephens)

Query 2: Answered

PER CRC, ILLNESS
VISIT IS
SCHEDULED ON
02/26/2021

Feb-23-2021 12:28:52
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

Kirubakaran
Kesavan
Kendhapedi
(pfe kendak01)

Query 2: Opened

IlIness eDiary:
Subject reported
"Yes' for the question
"Have you
experienced any of
the following?’ for
the COVID-19
symptoms or
diagnosis on
20FEB2021. But
thereisno COVID
IlIness visit reported
in the database. Please
clarify.

Feb-23-2021 01:09:56
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

Nancy
Vedamuthu
(pfe.vedamn)

Query 1: Reissued:Opened

RQ1: Thank you for
response. Per
protocol, COVID
IlIness Symptoms
should only be
reported on the
COVID llIness form,
Unlessthiswas
eDiary entry error.
Please review and
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update or clarify.

Feb-22-2021 10:10:16 | ACVOPFEINFP6000 | Scott Salmon Query 1: Answered PENDING

(UTC-05:00) Eastern (pfe.ssalmon) UPDATED SAEs

Time (US & Canada) PER CRC.

Feb-09-2021 09:59:00 | ACVOPFEINFP6000 | Rahul Query 1: Opened IlIness ediary: In

(UTC-05:00) Eastern Venkatesh IlIness ediary records,

Time (US & Canada) Dhanvantri subject reported "Yes"

(pfe.dhanvr) for the question

"Have you
experienced any of
the following?’ for
the COVID-19
symptoms or
diagnosis on
04FEB2021. But
corresponding
COVID llInessvisit
not reported. Please
clarify.

Dec-10-2020 16:04:41 | ACVOPFEINFP6000 |auto cac Data Entry: Initial Entry

(UTC-05:00) Eastern (autocalc) FOLLOW-UP

Time (US & Canada)

Oct-21-2020 15:23:43 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-05:00) Eastern (autocalc) ENROLLED/RANDOMIZED

Time (US & Canada)

Oct-21-2020 15:18:36 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-05:00) Eastern (autocalc) SCREENED

Time (US & Canada)

2. Subject Status Date

Date L ocation User Value Reason

Feb-15-2021 10:24:35 | ACVOPFEINFP6000 | Gladys Noi Query 1: Closed Response satisfies query

(UTC-05:00) Eastern (pfe.noig)

Time (US & Canada)

Feb-12-2021 10:31:32 | ACVOPFEINFP6000 | Scott Salmon | Query 1: Answered SYNCOPAL EPISODE

(UTC-05:00) Eastern (pfe.ssalmon) ENTERED IN AE CRF.

Time (US & Canada)

Feb-02-2021 12:38:26 | ACVOPFEINFP6000 | Gladys Noi Query 1: Opened SAE

(UTC-05:00) Eastern (pfe.noig) RECON:AER#2021101810

Time (US & Canada)

syncopal episode(onset
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date:30Jan2021)was
reported as seriousin
Safety database but

missing in AE CRF. Please
confirm and update CRF. If
safety update is required,
submit afollow-up SAE

Form.

Dec-10-2020 16:04:41 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Dec/10/2020

Time (US & Canada)

Oct-21-2020 15:23:43 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Oct/21/2020

Time (US & Canada)

Oct-21-2020 15:18:36 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-05:00) Eastern (autocalc) Oct/21/2020
Time (US & Canada)
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1. Casebook Signature
Date L ocation User Value Reason
Oct-21-2020 15:24:37 ACVOPFEINFP6000 | Matthew Data Entry: Initial Entry
(UTC-05:00) Eastern Stephens Click Hereto Enable
Time (US & Canada) (pfe mstephens)
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