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eCRF Audit Trail History

Cohort Selection

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

1. Select appropriate response -
Protocol version

08 SEP 2020

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

STAGE 3 COHORTS
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eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Oct/2/2020
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eCRF Audit Trail History

Demography

1. Subject ID [10151238]

2. Birth Date: /1945

3. Sex: MALE

4. Ethnicity: HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/2/2020

2. Erroneous Visit
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Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation/Death

Oct/2/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

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

[Type 2 Diabetes]

Start Date: UNK/UNK/2013

Ongoing: YES

1.b Line/MH Number: [2]

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

[Alcoholic cirrhosis]

Start Date: UNK/UNK/2015

Ongoing: YES

1.c Line/MH Number: [3]

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

[Prostate cancer]

Start Date: UNK/UNK/2002

Ongoing: NO

End Date:
UNK/UNK/2003

1.d Line/MH Number: [4]

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

[Hypothyroidism]

Start Date: UNK/UNK/2002

Ongoing: YES
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1.e Line/MH Number: [5]

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

[Asthma]

Start Date: UNK/UNK/2012

Ongoing: YES

1 f Line/MH Number: [6]

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

[Sleep Apnea]

Start Date: UNK/UNK/2016

Ongoing: YES

1.g Line/MH Number: [7]

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

[Hypertension]

Start Date: UNK/UNK/2013

Ongoing: YES

1 h Line/MH Number: [8]

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

[Diabetic Neuropathy]

Start Date: UNK/UNK/2010

Ongoing: YES

1.i Line/MH Number: [9]

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

[Congestive Heart Failure]

Start Date: UNK/UNK/2010

Ongoing: YES
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1.j Line/MH Number: [10]

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

[Generalized anxiety disorder]

Start Date: UNK/UNK/2005

Ongoing: YES

1 k Line/MH Number: [11]

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

[Depression]

Start Date: UNK/UNK/2000

Ongoing: YES

1.l Line/MH Number: [12]

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

[Insomnia]

Start Date: UNK/UNK/1990

Ongoing: YES

1.m Line/MH Number: [13]

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

[Excessive urination]

Start Date: UNK/UNK/1955

Ongoing: YES

1 n Line/MH Number: [14]

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

[HIV]

Start Date: UNK/UNK/1991

Ongoing: YES
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1.o Line/MH Number: [15]

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

[COPD]

Start Date: UNK/UNK/2009

Ongoing: YES
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eCRF Audit Trail History

HIV Status

1. Select appropriate response - What
is the subject HIV status?

The subject is known to be HIV POSITIVE
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Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---
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eCRF Audit Trail History

Lab Chemistry Details

1. Lab Panel: CLINICAL CHEMISTRY

2. Laboratory Name and Address [QUEST CHANTILLY, QUEST DIAGNOSTIC NICHOLS INSTITUTE,CLIA
49D0221801,14225 Newbrook Drive,Chantilly VA 20151]

3. Collection Date: Sep/17/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [2124]

Test: HIV RNA (Ultrasensitive)

Result: [<20]

LNMT Low
[20]
High
[10000000]
Unit
/mL
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eCRF Audit Trail History

Laboratory Data Hematology

1. Lab Panel: HEMATOLOGY

2. Laboratory Name and Address [SUNQUEST, BOSTON MEDICAL CENTER LABORATORY, CLIA
22D0867404, One Boston Medical Center Place,Boston MA 02118]

3. Collection Date: Sep/17/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [4722]

Test: CD4_PX4722

Result: [0.666]

LNMT Low
[.430]
High
[1.185]
Unit
10^3/mm3
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eCRF Audit Trail History

Vital Signs

1. Date: Oct/2/2020

2. Weight: [208.0]

3. Unit: LB

4. Height: [65.0]

5. Unit: in

6. Body Mass Index: [34.6]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [97.8]

Unit: F

Temperature Location: ORAL CAVITY
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eCRF Audit Trail History

Disposition

1. Randomization Date : Oct/2/2020

2. Randomization Number: [266982]

3. Randomization Group: [ ]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/2/2020

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BLD0KV]

5.b Sample ID [BLD0KP]

5.c Sample ID [BLD0KR]

5.d Sample ID [BP9HK0]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/2/2020

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9HJV]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Oct/2/2020 12:44

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

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

YES
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Subject No: 10151238 Subject Initials: ---
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eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

YES - REACTOGENICITY E-DIARY COLLECTED FOR THIS SUBJECT
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/27/2020

2. Erroneous Visit
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Form Comments
eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

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

Not Done Comments

2.a Symptom: FEVER

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

Not Done Comments

2.b Symptom: FATIGUE

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

Not Done Comments

2.c Symptom: HEADACHE

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

Not Done Comments

2.d Symptom: CHILLS

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

Not Done Comments

2.e Symptom: VOMITING

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

Not Done Comments

2.f Symptom: DIARRHEA

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

Not Done Comments
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

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

Not Done Comments

2.h Symptom: NEW OR WORSENED JOINT PAIN

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

Not Done Comments

3. Injection Site Location: Not Done Comments

4. Injection Site Body Side: Not Done Comments

5.a Injection Site Reaction: REDNESS

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

Not Done Comments

5.b Injection Site Reaction: SWELLING

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

Not Done Comments

5.c Injection Site Reaction: PAIN AT INJECTION SITE

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

Not Done Comments
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Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

eCRF Audit Trail History

Vital Signs

1. Date: Oct/27/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [97.7]

Unit: F

Temperature Location: ORAL CAVITY
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Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/27/2020

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9HTX]
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Oct/27/2020 13:49

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

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

YES
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Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/24/2020

2. Erroneous Visit
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

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

NO

2.a Symptom: FEVER

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

NO

2.b Symptom: FATIGUE

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

NO

2.c Symptom: HEADACHE

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

NO

2.d Symptom: CHILLS

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

NO

2.e Symptom: VOMITING

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

NO

2.f Symptom: DIARRHEA

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

NO
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

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

NO

2.h Symptom: NEW OR WORSENED JOINT PAIN

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

NO

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

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

NO

5.b Injection Site Reaction: SWELLING

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

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

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

NO
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Visit: V3_MONTH1_POSTVAX2_L Form: LAB CHEMISTRY

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

Lab Chemistry Details

1. Lab Panel: Not Applicable Comments

2. Laboratory Name and Address Not Applicable

[ ]

Comments

3. Collection Date: Not Applicable

//

Comments

4. Specimen Type: Not Applicable Comments

Lab Result

5.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

HIV RNA (Ultrasensitive)

Result: Not Applicable

[ ]

Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments
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Visit: V3_MONTH1_POSTVAX2_L Form: LABORATORY DATA - HEMATOLOGY

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

Laboratory Data Hematology

1. Lab Panel: Not Applicable Comments

2. Laboratory Name and Address Not Applicable

[ ]

Comments

3. Collection Date: Not Applicable

//

Comments

4. Specimen Type: Not Applicable Comments

Lab Result

5.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

CD4_PX4722

Result: Not Applicable

[ ]

Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Nov/24/2020

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BSH19C]

5.b Sample ID [BRFKHP]

5.c Sample ID [BSH19D]

5.d Sample ID [BSH19F]
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Visit: V4_MONTH6_L Form: DATE OF VISIT

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/10/2021

2. Erroneous Visit ERRONEOUS VISIT
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Visit: V4_MONTH6_L Form: LAB CHEMISTRY

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

Lab Chemistry Details

1. Lab Panel: Not Applicable Comments

2. Laboratory Name and Address Not Applicable

[ ]

Comments

3. Collection Date: Not Applicable

//

Comments

4. Specimen Type: Not Applicable Comments

Lab Result

5.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

HIV RNA (Ultrasensitive)

Result: Not Applicable

[ ]

Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments
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Visit: V4_MONTH6_L Form: LABORATORY DATA - HEMATOLOGY

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

Laboratory Data Hematology

1. Lab Panel: Not Applicable Comments

2. Laboratory Name and Address Not Applicable

[ ]

Comments

3. Collection Date: Not Applicable

//

Comments

4. Specimen Type: Not Applicable Comments

Lab Result

5.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

CD4_PX4722

Result: Not Applicable

[ ]

Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments

09
01

77
e1

96
ae

3f
e8

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141886



Page 35 of 435

***Confidential***

 

Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin Not Applicable Comments

2. Sample Type Not Applicable Comments

3. Sample Collected? Not Applicable Comments

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

Not Applicable

[ ]

Comments

Aliquot

Please enter barcode for each aliquot.

5. Sample ID Not Applicable

[ ]
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Visit: V5_MONTH12_L Form: DATE OF VISIT

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V5_MONTH12_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V5_MONTH12_L Form: LAB CHEMISTRY

Form Version: 15-Sep-2020 21:55 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Lab Chemistry Details

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

LNMT Low
[ ]
High
[ ]
Unit
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Visit: V5_MONTH12_L Form: LABORATORY DATA - HEMATOLOGY

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Laboratory Data Hematology

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

LNMT Low
[ ]
High
[ ]
Unit
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Visit: V6_MONTH24_L Form: DATE OF VISIT

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V6_MONTH24_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V6_MONTH24_L Form: LAB CHEMISTRY

Form Version: 15-Sep-2020 21:55 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Lab Chemistry Details

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

LNMT Low
[ ]
High
[ ]
Unit
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Visit: V6_MONTH24_L Form: LABORATORY DATA - HEMATOLOGY

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Laboratory Data Hematology

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

LNMT Low
[ ]
High
[ ]
Unit
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: DATE OF VISIT - ILLNESS ONSET

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/20/2021

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Jan/20/2021

2. Date of First Symptom Started: Jan/20/2021

3. Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Jan/26/2021

Symptoms

4.a Symptoms: FEVER

Was symptom present? NO

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? NO

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? YES

4.d Symptoms: CHILLS

Was symptom present? YES

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? NO

4.f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? NO

4.g Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? NO

4.h Symptoms: DIARRHEA

Was symptom present? NO
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

4.i Symptoms: VOMITING

Was symptom present? NO

Symptoms - Other

5.a Symptoms - Other Text: [Fatigue]

5.b Symptoms - Other Text: [Chest tightness]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

#
Date of C
ollection

Specimen Ty
pe

Specimen Collec
tion Location

Assay Code and Description Device Type
Form Instan

ce

 1. Jan/20/20
21 

SWABBED
MATERIAL 

NASOPHARYN
X 

SEVERE ACUTE RESP SYND
ROME CORONAVIRUS 2 

SARS-COV-2 DIA
GNOSTIC TEST 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. Actual Date of Collection: Jan/20/2021

2. Specimen Type: SWABBED MATERIAL

3. Specimen Collection Location: NASOPHARYNX

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

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

6. Trade Name: BIOFIRE COVID-19 TEST

7. Test Result: NEGATIVE

8. Comments/Findings/Details: [ ]

9. Trade Name Other, Specify: [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? NO

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

[Swab not collected - study team was no aware of symptoms]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? NO

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

[Swab not collected - study team was no aware of symptoms]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: HEALTH CARE UTILIZATION

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

eCRF Audit Trail History

Health Care Utilization

1.a Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or Contacts: NO

1.b Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts: YES

Number of Visits or Contacts:
[3]

1.c Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts: NO

1.d Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts: NO

1.e Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts: YES

Number of Visits or Contacts:
[4]

1.f Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts: NO

Health Care Utilization Other

2. Other Type of Practitioner Specify: [ ]

Health Care Utilization

3. Has the subject been hospitalized
due to potential COVID-19 illness?

YES

Has the subject been in intensive care due to potential COVID-19 illness?
NO
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: HOSPITALIZATION DETAILS

Form Version: 22-Apr-2020 21:02

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

# Hospitalization Category Hospitalization Term Admission Date Ongoing Form Instance

 1. HOSPITALIZATION STATUS  HOSPITAL   Jan/20/2021  NO
Discharge Date:

Jan/23/2021
 

Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: HOSPITALIZATION DETAILS

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Hospitalization Details

1. Hospitalization Category: HOSPITALIZATION STATUS

2. Hospitalization Term: HOSPITAL

3. Admission Date: Jan/20/2021

4. Ongoing? NO

Discharge Date:
Jan/23/2021
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

#
Treatment I

dentifier
Con Non-Drug Treatme

nts Pre-specified
Treatment Treatment

Start D
ate

Form Instan
ce

 1. 1  YES  HIGH FLOW OXYGE
N THERAPY 

HIGH FLOW OXYGE
N THERAPY 

Jan/20/
2021 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Respiratory Treatment

1. What is the treatment Identifier? [1]

2. Concomitant Non-drug Treatment
Pre-specified:

YES

3. Treatment: HIGH FLOW OXYGEN THERAPY

4. Treatment: [HIGH FLOW OXYGEN THERAPY]

5. Start Date: Jan/20/2021

6. Ongoing? YES
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

eCRF Audit Trail History

Illness Details

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

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

YES

Respiratory Illness Diagnosis:
[Pneumonia]

Date of Diagnosis:
Jan/20/2021

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: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

#
Category of Clinical Even

t:
Subcategory of Clinical Eve

nt
Diagnosis Obtaine

d
Toxicity Grad

e
Form Instance

 1.         Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

Illness Details

1. Category of Clinical Event:

2. Subcategory of Clinical Event:

3. Was a diagnosis obtained?

4. Toxicity Grade:
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Header Text: c4591001

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

Form Version: 15-Sep-2020 21:51

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

#
Category for

Lab Test
Vendor Name

Collecti
on Date

:

Specim
en Type

Lab Result
Form Insta

nce

 1. CLINICAL
CHEMISTR
Y 

BOSTON MEDICAL
CENTER LABORATO
RY
CLIA 22D0867404
One Boston Medical C
enter Place
Boston MA 02118 

Jan/20/2
021 

BLOO
D 

Sponsor-Defi
ned Identifie

r
Test:

Res
ult:

329  C Reactive Prote
in_PX329 

.8 

30  Alanine Aminotr
ansferase_PX30 

[ ] 

28  Aspartate Amino
transferase_PX2
8 

[ ] 

35  Alkaline Phosph
atase_PX35 

104 

21  Bilirubin_PX21  .9 

47  Blood Urea Nitr
ogen_PX47 

22 

48  Creatinine_PX4
8 

1.79
 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. Lab Panel: CLINICAL CHEMISTRY

2. Laboratory Name and Address [BOSTON MEDICAL CENTER LABORATORY
CLIA 22D0867404
One Boston Medical Center Place
Boston MA 02118]

3. Collection Date: Jan/20/2021

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [329]

Test: C Reactive Protein_PX329

Result: [.8]

Not Done:

LNMT Low
[.68]
High
[.86]
Unit
g/L

5.b Sponsor ID: [30]

Test: Alanine Aminotransferase_PX30

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

5.c Sponsor ID: [28]

Test: Aspartate Aminotransferase_PX28

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit

5.d Sponsor ID: [35]

Test: Alkaline Phosphatase_PX35

Result: [104]

Not Done:

LNMT Low
[25]
High
[100]
Unit
U/L

5.e Sponsor ID: [21]

Test: Bilirubin_PX21

Result: [.9]

Not Done:

LNMT Low
[.3]
High
[1.2]
Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

5.f Sponsor ID: [47]

Test: Blood Urea Nitrogen_PX47

Result: [22]

Not Done:

LNMT Low
[7]
High
[25]
Unit
g/L

5.g Sponsor ID: [48]

Test: Creatinine_PX48

Result: [1.79]

Not Done:

LNMT Low
[.7]
High
[1.3]
Unit
mg/dL
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Header Text: c4591001

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

Form Version: 15-Sep-2020 21:55

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

#
Category fo
r Lab Test

Vendor Name (DERIVE
D)

Collectio
n Date:

Specime
n Type

Lab Result
Form Instan

ce

 1. HEMATOL
OGY 

BOSTON MEDICAL CE
NTER LABORATORY
CLIA 22D0867404
One Boston Medical Cent
er Place
Boston MA 02118 

Jan/20/2
021 

BLOOD  Sponsor-Defi
ned Identifier

Test:
Res
ult:

1  Hemoglobi
n_PX1 

13.6
 

2  Hematocrit
_PX2 

43.4
 

3  Erythrocyte
s_PX3 

[ ] 

5  Platelets_P
X5 

238 

7  Leukocytes
_PX7 

[ ] 

608  Neutrophils
_PX608 

16.7
 

609  Eosinophils
_PX609 

0 

612  Monocytes
_PX612 

9 

610  Basophils_
PX610 

0 

611  Lymphocyt
es_PX611 

10 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. Lab Panel: HEMATOLOGY

2. Laboratory Name and Address [BOSTON MEDICAL CENTER LABORATORY
CLIA 22D0867404
One Boston Medical Center Place
Boston MA 02118]

3. Collection Date: Jan/20/2021

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [1]

Test: Hemoglobin_PX1

Result: [13.6]

Not Done:

LNMT Low
[13.5]
High
[17.5]
Unit
g/dL

5.b Sponsor ID: [2]

Test: Hematocrit_PX2

Result: [43.4]

Not Done:

LNMT Low
[40]
High
[51]
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

5.c Sponsor ID: [3]

Test: Erythrocytes_PX3

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit

5.d Sponsor ID: [5]

Test: Platelets_PX5

Result: [238]

Not Done:

LNMT Low
[150]
High
[400]
Unit
/uL

5.e Sponsor ID: [7]

Test: Leukocytes_PX7

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

5.f Sponsor ID: [608]

Test: Neutrophils_PX608

Result: [16.7]

Not Done:

LNMT Low
[4]
High
[11]
Unit
/uL

5.g Sponsor ID: [609]

Test: Eosinophils_PX609

Result: [0]

Not Done:

LNMT Low
[0]
High
[7]
Unit
%

5.h Sponsor ID: [612]

Test: Monocytes_PX612

Result: [9]

Not Done:

LNMT Low
[4]
High
[13]
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

5.i Sponsor ID: [610]

Test: Basophils_PX610

Result: [0]

Not Done:

LNMT Low
[0]
High
[1]
Unit
%

5.j Sponsor ID: [611]

Test: Lymphocytes_PX611

Result: [10]

Not Done:

LNMT Low
[15]
High
[54]
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: VITAL SIGNS - COVID

Form Version: 15-Sep-2020 21:52

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

# Date: Vital Signs Details Form Instance

 1. Jan/20/2021  Record Identifier: Systolic: Diastolic:

1  179  72 

Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: VITAL SIGNS - COVID

Form Version: 14-Jan-2021 02:17

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

# Date: Vital Signs Details Form Instance

 2. DELETED Jan/20/2021  Record Identifier: Systolic: Diastolic:

1  113  58 

Repeating Pages

 3. DELETED Jan/20/2021  Record Identifier: Systolic: Diastolic:

1  179  72 

Repeating Pages

 4. Jan/21/2021  Record Identifier: Systolic: Diastolic:

1  138  75 

Repeating Pages

 5. DELETED Jan/21/2021  Record Identifier: Systolic: Diastolic:

1  129  66 

Repeating Pages

 6. DELETED Jan/21/2021  Record Identifier: Systolic: Diastolic:

1  137  67 

Repeating Pages

 7. Jan/22/2021  Record Identifier: Systolic: Diastolic:

1  158  78 

Repeating Pages

 8. DELETED Jan/22/2021  Record Identifier: Systolic: Diastolic:

1  157  74 

Repeating Pages

 9. DELETED Jan/22/2021  Record Identifier: Systolic: Diastolic:

1  153  74 

Repeating Pages

 10. Jan/23/2021  Record Identifier: Systolic: Diastolic:

1  161  83 

Repeating Pages

 11. DELETED Jan/23/2021  Record Identifier: Systolic: Diastolic:

1  147  77 

Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 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: Jan/20/2021

Vital Signs Details

2.a Record Identifier: 1

Systolic: [179]

Diastolic: [72]

Respiratory Rate in
respirations/minute:

[22]

Heart Rate in beats/minute: [105]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/20/2021

Vital Signs Details

2.a Record Identifier: 1

Systolic: [113]

Diastolic: [58]

Respiratory Rate in
respirations/minute:

[22]

Heart Rate in beats/minute: [105]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/20/2021

Vital Signs Details

2.a Record Identifier: 1

Systolic: [179]

Diastolic: [72]

Respiratory Rate in
respirations/minute:

[22]

Heart Rate in beats/minute: [100]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 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: Jan/21/2021

Vital Signs Details

2.a Record Identifier: 1

Systolic: [138]

Diastolic: [75]

Respiratory Rate in
respirations/minute:

[23]

Heart Rate in beats/minute: [108]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/21/2021

Vital Signs Details

2.a Record Identifier: 1

Systolic: [129]

Diastolic: [66]

Respiratory Rate in
respirations/minute:

[20]

Heart Rate in beats/minute: [108]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/21/2021

Vital Signs Details

2.a Record Identifier: 1

Systolic: [137]

Diastolic: [67]

Respiratory Rate in
respirations/minute:

[16]

Heart Rate in beats/minute: [103]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 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: Jan/22/2021

Vital Signs Details

2.a Record Identifier: 1

Systolic: [158]

Diastolic: [78]

Respiratory Rate in
respirations/minute:

[22]

Heart Rate in beats/minute: [100]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/22/2021

Vital Signs Details

2.a Record Identifier: 1

Systolic: [157]

Diastolic: [74]

Respiratory Rate in
respirations/minute:

[22]

Heart Rate in beats/minute: [100]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/22/2021

Vital Signs Details

2.a Record Identifier: 1

Systolic: [153]

Diastolic: [74]

Respiratory Rate in
respirations/minute:

[18]

Heart Rate in beats/minute: [96]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 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: Jan/23/2021

Vital Signs Details

2.a Record Identifier: 1

Systolic: [161]

Diastolic: [83]

Respiratory Rate in
respirations/minute:

[20]

Heart Rate in beats/minute: [98]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/23/2021

Vital Signs Details

2.a Record Identifier: 1

Systolic: [147]

Diastolic: [77]

Respiratory Rate in
respirations/minute:

[18]

Heart Rate in beats/minute: [98]
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Header Text: c4591001

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

Form Version: 15-Sep-2020 21:54

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

# Date: Vital Signs Details Form Instance

 1. DELETED Jan/20/2021  Record Identifier: Oxygen Saturation

1  96.0 

Repeating Pages
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Header Text: c4591001

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

Form Version: 14-Jan-2021 02:17

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

# Date: Vital Signs Details Form Instance

 2. DELETED Jan/20/2021  Record Identifier: Oxygen Saturation

1  93.0 

Repeating Pages

 3. Jan/20/2021  Record Identifier: Oxygen Saturation

1  92.0 

Repeating Pages

 4. DELETED Jan/21/2021  Record Identifier: Oxygen Saturation

1  98.0 

Repeating Pages

 5. Jan/21/2021  Record Identifier: Oxygen Saturation

1  97.0 

Repeating Pages

 6. DELETED Jan/21/2021  Record Identifier: Oxygen Saturation

1  98.0 

Repeating Pages

 7. DELETED Jan/22/2021  Record Identifier: Oxygen Saturation

1  97.0 

Repeating Pages

 8. Jan/22/2021  Record Identifier: Oxygen Saturation

1  97.0 

Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/20/2021

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [96.0]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/20/2021

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [93.0]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 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: Jan/20/2021

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [92.0]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/21/2021

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [98.0]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 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: Jan/21/2021

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [97.0]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/21/2021

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [98.0]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/22/2021

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [97.0]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 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: Jan/22/2021

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [97.0]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

# Date Time of Assessment Arterial Blood Gases PaO2 FiO2 (Fraction of Inhaled Oxygen) Form Instance

 1.       Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

Oxygenation Parameters

1. Date Time of Assessment: //

2. Arterial Blood Gases PaO2
(mmHg):

[ ]

3. FiO2 (Fraction of Inhaled Oxygen): [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

#
Sponsor-Defined I

dentifier
Category for Med

ication
Concomitant Medications P

re-specified
Name of Medi

cation
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

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

[ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

# Date of Assessment Location of Assessment Imaging Method Overall Assessment Form Instance

 1. Jan/20/2021  CHEST  X-RAY  NORMAL  Repeating Pages

 2. Jan/20/2021  HEAD  CT SCAN  NORMAL  Repeating Pages

 3. Jan/21/2021  CHEST  X-RAY  NORMAL  Repeating Pages

 4. Jan/20/2021  OTHER
If other, specify:

Abdomen
 

ULTRASOUND  NORMAL  Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: IMAGING

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. Date of Assessment: Jan/20/2021

2. Location of Assessment: CHEST

3. Type of Imaging Exam: X-RAY

4. Assessment: NORMAL

09
01

77
e1

96
ae

3f
e8

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141948



Page 97 of 435

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: IMAGING

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. Date of Assessment: Jan/20/2021

2. Location of Assessment: HEAD

3. Type of Imaging Exam: CT SCAN

4. Assessment: NORMAL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: IMAGING

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. Date of Assessment: Jan/21/2021

2. Location of Assessment: CHEST

3. Type of Imaging Exam: X-RAY

4. Assessment: NORMAL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: IMAGING

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. Date of Assessment: Jan/20/2021

2. Location of Assessment: OTHER

If other, specify:
[Abdomen]

3. Type of Imaging Exam: ULTRASOUND

4. Assessment: NORMAL
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Mar/10/2021

Form: DATE OF VISIT - ILLNESS CONVALESCENT

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/10/2021

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A1
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Mar/10/2021

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Mar/10/2021

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR70H6]

5.b Sample ID [BSH1M5]

5.c Sample ID [BSH1M4]

5.d Sample ID [BSH1M3]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

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

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: DATE OF VISIT

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Unplanned Assessments

1. Assessments
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

# Category
AE Identif

ier
Adverse Eve

nt
Start Date

Is the Adverse Event Still O
ngoing

Form Instance

 1. ADVERSE EVE
NT 

1  Pneumonia  Jan/20/2021 UNK:
UNK 

NO
End Date Time:

Jan/27/2021 UNK:UNK
 

Repeating
Pages

 2. ADVERSE EVE
NT 

2  Peripheral ede
ma 

Feb/3/2021 UNK:U
NK 

NO
End Date Time:

Mar/5/2021 UNK:UNK
 

Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc 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. AE ID: [1]

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

[Pneumonia]

4. Start Date Time: Jan/20/2021 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Jan/27/2021 UNK:UNK

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

YES

Is this serious event associated with congenital anomaly or birth 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 disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

9. Is this event related to study
treatment:

NOT RELATED

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

If Other, specify:
[Un-related to vaccine]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

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

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[2021082462]
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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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc 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. AE ID: [2]

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

[Peripheral edema]

4. Start Date Time: Feb/3/2021 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Mar/5/2021 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

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

If Other, specify:
[Exisiting neuropathy]09
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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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

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

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

#
Catego

ry
Medication Er

ror
Start Da

te
Is the medication error Still O

ngoing
Study Medication Errors

Action
Form Instance

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment given?

8. Did the Medication Error cause the
subject to be discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

#
Sponsor-Defined I

dentifier
Category for Med

ication
Concomitant Medications P

re-specified
Name of Medi

cation
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

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

[ ]

5. Date: //
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Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

#
Sponsor-Defined I

dentifier
Category for Me

dication
Concomitant Medications

Pre-specified
Name of Medi
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Dose Descri

ption
Form Instanc

e
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Pages
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

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

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Visit: Logs Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

#
Categor
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Treatment Identifie

r
Con Non-Drug Treatments Pre-specifi

ed
Treatmen

t
Start Dat

e
Form Instance
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Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation/Death
:

Nov/24/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---
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Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

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

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: DATE OF VISIT

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 14-Jan-2021 02:29 Form Status: Not Started
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Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V201_SURVEIL_CONSENT -
Unscheduled
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Disposition - Follow-Up

1. Date of
Completion/Discontinuation/Death
:

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: Potential ReVax Initial Contact -
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Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center
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Further Vaccination Confirmation

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

1. Date Treatment Unblinded : //

2. Primary Reason for Unblinding:
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Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Death Details

1. Date of Collection / Notification of
Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Nov/24/2020
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center
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eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Audit Trail

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

Name Signature
Meaning

Date Type Action

Elizabeth
Barnett 

Approved Mar-12-2021 08:41:35 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, 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, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

Item Date User Comment

Form Oct-02-2020 14:49:11 (UTC-05:00) Eastern
Time (US & Canada)

Taylor Stannard
(pfe.tstannard)

Not Applicable
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - Comments

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

Item Date User Comment

Form Nov-11-2020 15:33:59 (UTC-05:00) Eastern
Time (US & Canada)

Taylor Stannard
(pfe.tstannard)

Diary not activated for vaccine one, protocol
deviation filed.

Not Done
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - Comments

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

Item Date User Comment

1 Nov-11-2020 15:33:59 (UTC-05:00) Eastern
Time (US & Canada)

Taylor Stannard
(pfe.tstannard)

Diary not activated for vaccine one, protocol
deviation filed.

Not Done
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Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

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

Taylor Stannard  N/A Jan-29-2021 13:00:18 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Elizabeth
Barnett 

Approved Jan-21-2021 08:20:35 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, 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, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

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

Taylor Stannard  N/A Nov-30-2020 12:41:54 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A
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Header Text: c4591001

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

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Stephen Pelton  Approved Nov-17-2020 16:59:40 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, StephenPelton, 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, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

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

Taylor Stannard  N/A Nov-11-2020 15:33:59 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Elizabeth
Barnett 

Approved Nov-11-2020 13:45:23 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, 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, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

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

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Oct-02-2020 14:48:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
08 SEP 2020

Initial Entry

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

Date Location User Value Reason

Oct-02-2020 14:48:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Consent Was:

Date Location User Value Reason

Oct-02-2020 14:48:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
OBTAINED

Date Written Consent Obtained

Oct/2/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Subject ID

Date Location User Value Reason

Oct-02-2020 14:48:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10151238

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Oct-02-2020 14:48:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1945

Enrollment Entry

3. Sex:

Date Location User Value Reason

Oct-02-2020 14:48:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
MALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Oct-02-2020 14:48:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
HISPANIC OR LATINO(A) OR
OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Oct-02-2020 14:48:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-02-2020 14:49:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/2/2020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Oct-02-2020 14:49:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/2/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-02-2020 14:49:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Oct-02-2020 14:49:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1.a

Date Location User Value Reason

Oct-02-2020 14:52:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

1

Medical History T
erm:

Type 2 Diabe
tes

Start Date: UNK/UNK/2
013

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:52:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

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

Date Location User Value Reason

Oct-02-2020 14:52:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Type 2 Diabetes

Initial Entry

1.a Start Date:

Date Location User Value Reason

Oct-02-2020 14:52:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2013

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Oct-02-2020 14:52:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

1.b

Date Location User Value Reason

Oct-07-2020 14:48:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Line/MH Numb
er:

2

Medical History
Term:

Alcoholic cir
rhosis

Start Date: UNK/UNK/2
015

Ongoing: YES

New Information

Oct-02-2020 14:52:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

2

Medical History
Term:

Cirrhosis

Start Date: UNK/UNK/
2015

Ongoing: YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

1.b Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:52:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

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

Date Location User Value Reason

Oct-07-2020
16:25:54
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS Oracle
(pfe.PFETMS)

Query 1:
Closed

Discrepancy
has been
closed.

Oct-07-2020
14:48:01
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query (autoquery) Query 1:
Answere
d

New
Information

Oct-07-2020
14:48:01
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data En
try:
Alcoholi
c cirrhos
is

New
Information

Oct-07-2020
09:43:38
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Jeffrey Signora
TMSQUERY
(pfe.signoj01_tmsquery)

Query 1:
Reissued
:Opened

Coding cannot
take place with
the term as is.
Please
follow-up with
the participant
to further
specify
Cirrhosis.

Oct-05-2020
10:10:40
(UTC-05:00)
Eastern Time
(US &

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Query 1:
Answere
d

Participant did
not specify
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Canada)

Oct-02-2020
16:21:25
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS Oracle
(pfe.PFETMS)

Query 1:
Opened

Clarify
CIRRHOSIS
as follow...Are
you reporting
ALCOHOLIC
CIRRHOSIS
or the term
BILIARY
CIRRHOSIS?
Or others? If
so, please edit
it to such.
Otherwise,
clarify. Thank
you.

Oct-02-2020
14:52:53
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data En
try:
Cirrhosi
s

Initial Entry

1.b Start Date:

Date Location User Value Reason

Oct-02-2020 14:52:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2015

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Oct-02-2020 14:52:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

1.c

Date Location User Value Reason

Oct-02-2020 14:53:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

3

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Medical History
Term:

Prostate cancer

Start Date: UNK/UNK/200
2

Ongoing: NO
End Date:

UNK/UNK/
2003

1.c Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:53:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

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

Date Location User Value Reason

Oct-02-2020 14:53:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Prostate cancer

Initial Entry

1.c Start Date:

Date Location User Value Reason

Oct-02-2020 14:53:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2002

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Oct-02-2020 14:53:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date:

UNK/UNK/2003

Initial Entry

1.d

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Oct-02-2020 14:53:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

4

Medical History T
erm:

Hypothyroidi
sm

Start Date: UNK/UNK/2
002

Ongoing: YES

Initial Entry

1.d Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:53:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

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

Date Location User Value Reason

Oct-02-2020 14:53:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Hypothyroidism

Initial Entry

1.d Start Date:

Date Location User Value Reason

Oct-02-2020 14:53:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2002

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Oct-02-2020 14:53:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

1.e

Date Location User Value Reason

Oct-02-2020 14:54:04
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number 5

Initial Entry09
01

77
e1

96
ae

3f
e8

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0142057



Page 206 of 435

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Time (US & Canada) :

Medical History T
erm:

Asthma

Start Date: UNK/UNK/2
012

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

1.e Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:54:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

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

Date Location User Value Reason

Feb-10-2021 12:02:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Closed Response satisfies
query

Feb-04-2021 11:35:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 2: Answered Added to SAE.
Faxed on 4feb2021

Feb-02-2021 15:36:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Feb-02-2021 09:53:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Added COPD to
Med Hx

Feb-01-2021 08:25:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Opened Clinical Med Hx
includes asthma
since 2012; however
SAE report for
Pneumonia
(#2021082462) does
not include this Med
Hx condition. Please
review for safety
relevance, & update
SAE Med Hx if
appropriate

Feb-01-2021 08:23:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical On review
of the SAE report
for Pneumonia
(#2021082462),
medical history of
COPD was reported
(2009 onset), yet it
does not appear in
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the CRF. Please
review for clinical
relevance to safety
event and update
Med Hx log CRF if
appropriate.

Oct-02-2020 14:54:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Asthma

Initial Entry

1.e Start Date:

Date Location User Value Reason

Oct-02-2020 14:54:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2012

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Oct-02-2020 14:54:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

1.f

Date Location User Value Reason

Oct-02-2020 14:54:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

6

Medical History T
erm:

Sleep Apnea

Start Date: UNK/UNK/2
016

Ongoing: YES

Initial Entry
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1.f Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:54:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

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

Date Location User Value Reason

Oct-02-2020 14:54:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sleep Apnea

Initial Entry

1.f Start Date:

Date Location User Value Reason

Oct-02-2020 14:54:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2016

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Oct-02-2020 14:54:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

1.g

Date Location User Value Reason

Oct-02-2020 14:54:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

7

Medical History T
erm:

Hypertension

Start Date: UNK/UNK/2
013

Ongoing: YES

Initial Entry
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1.g Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:54:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

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

Date Location User Value Reason

Oct-02-2020 14:54:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Hypertension

Initial Entry

1.g Start Date:

Date Location User Value Reason

Oct-02-2020 14:54:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2013

Initial Entry

1.g Ongoing:

Date Location User Value Reason

Oct-02-2020 14:54:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

1.h

Date Location User Value Reason

Oct-06-2020 10:27:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Line/MH Num
ber:

8

Medical Histor
y Term:

Diabetic Neur
opathy

Start Date: UNK/UNK/2
010

Ongoing: YES

Changed
Information

Oct-02-2020 14:55:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe 8

Initial Entry
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r:

Medical History
Term:

Neuropathy

Start Date: UNK/UNK/
2010

Ongoing: YES
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Back to Form

1.h Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:55:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
8

Initial Entry

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

Date Location User Value Reason

Oct-11-2020 20:30:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Hao Hu
(pfe huh17)

Query 1: Closed Response satisfies
query

Oct-06-2020 10:27:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed
Information

Oct-06-2020 10:27:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Diabetic Neuropathy

Changed
Information

Oct-05-2020 21:43:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Hao Hu
(pfe huh17)

Query 1: Opened ClinQuery:
Neuropathy: Please
add the underlying
cause (e.g. diabetes,
hypertension etc.)
to the reported
term; if no
underlying cause
has been identified
please add
"idiopathic".

Oct-02-2020 14:55:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Neuropathy

Initial Entry

1.h Start Date:

Date Location User Value Reason

Oct-02-2020 14:55:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2010

Initial Entry
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1.h Ongoing:

Date Location User Value Reason

Oct-02-2020 14:55:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

1.i

Date Location User Value Reason

Oct-02-2020 14:55:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

9

Medical Histor
y Term:

Congestive Hear
t Failure

Start Date: UNK/UNK/201
0

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

3f
e8

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0142065



Page 214 of 435

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

1.i Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:55:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
9

Initial Entry

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

Date Location User Value Reason

Oct-02-2020 14:55:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Congestive Heart Failure

Initial Entry

1.i Start Date:

Date Location User Value Reason

Oct-02-2020 14:55:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2010

Initial Entry

1.i Ongoing:

Date Location User Value Reason

Oct-02-2020 14:55:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

1.j

Date Location User Value Reason

Oct-02-2020 14:56:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

10

Medical Histo
ry Term:

Generalized anxie
ty disorder

Start Date: UNK/UNK/2005

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

3f
e8

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0142066



Page 215 of 435

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

1.j Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:56:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10

Initial Entry

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

Date Location User Value Reason

Oct-02-2020 14:56:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Generalized anxiety disorder

Initial Entry

1.j Start Date:

Date Location User Value Reason

Oct-02-2020 14:56:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2005

Initial Entry

1.j Ongoing:

Date Location User Value Reason

Oct-02-2020 14:56:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

1.k

Date Location User Value Reason

Oct-02-2020 14:56:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

11

Medical History T
erm:

Depression

Start Date: UNK/UNK/2
000

Ongoing: YES

Initial Entry
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1.k Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:56:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
11

Initial Entry

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

Date Location User Value Reason

Oct-02-2020 14:56:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Depression

Initial Entry

1.k Start Date:

Date Location User Value Reason

Oct-02-2020 14:56:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2000

Initial Entry

1.k Ongoing:

Date Location User Value Reason

Oct-02-2020 14:56:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

1.l

Date Location User Value Reason

Oct-02-2020 14:57:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

12

Medical History T
erm:

Insomnia

Start Date: UNK/UNK/1
990

Ongoing: YES

Initial Entry
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1.l Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:57:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
12

Initial Entry

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

Date Location User Value Reason

Oct-02-2020 14:57:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Insomnia

Initial Entry

1.l Start Date:

Date Location User Value Reason

Oct-02-2020 14:57:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/1990

Initial Entry

1.l Ongoing:

Date Location User Value Reason

Oct-02-2020 14:57:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

1.m

Date Location User Value Reason

Oct-02-2020 14:57:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

13

Medical History
Term:

Excessive urin
ation

Start Date: UNK/UNK/19
55

Ongoing: YES

Initial Entry
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1.m Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:57:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
13

Initial Entry

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

Date Location User Value Reason

Oct-02-2020 14:57:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Excessive urination

Initial Entry

1.m Start Date:

Date Location User Value Reason

Oct-02-2020 14:57:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/1955

Initial Entry

1.m Ongoing:

Date Location User Value Reason

Oct-02-2020 14:57:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

1.n

Date Location User Value Reason

Oct-02-2020 14:58:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

14

Medical History T
erm:

HIV

Start Date: UNK/UNK/1
991

Ongoing: YES

Initial Entry
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1.n Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:58:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
14

Initial Entry

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

Date Location User Value Reason

Oct-02-2020 14:58:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
HIV

Initial Entry

1.n Start Date:

Date Location User Value Reason

Oct-02-2020 14:58:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/1991

Initial Entry

1.n Ongoing:

Date Location User Value Reason

Oct-02-2020 14:58:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

1.o

Date Location User Value Reason

Feb-02-2021 09:52:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

15

Medical History T
erm:

COPD

Start Date: UNK/UNK/2
009

Ongoing: YES

Initial Entry
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1.o Line/MH Number:

Date Location User Value Reason

Feb-02-2021 09:52:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
15

Initial Entry

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

Date Location User Value Reason

Feb-02-2021 09:52:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
COPD

Initial Entry

1.o Start Date:

Date Location User Value Reason

Feb-02-2021 09:52:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2009

Initial Entry

1.o Ongoing:

Date Location User Value Reason

Feb-02-2021 09:52:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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Back to Form

1. Select appropriate response - What is the subject HIV status?

Date Location User Value Reason

Nov-10-2020 02:47:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Avinash
Gawas
(pfe.gawasa)

Query 2: Closed Closed per SITE
response, added to
PD tracker for
Clinical Review

Nov-09-2020 13:30:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 2: Answered E-diary was no
assigned in error.
Protocol deviation
has been recorded.

Nov-09-2020 06:47:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swapna
Varikuti
(pfe.variks)

Query 2: Opened PDQ : Response to
What is the subject
HIV status? is "The
subject is known to
be HIV
POSITIVE",
however eDairy
data is missing for
this subject for
Vaccination 1.
Please review and
update if the diary
data is available
else provide a
clarification.

Oct-06-2020 11:56:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Patricia
Banchero
(pfe.banchp)

Query 1: Closed Response satisfies
query

Oct-06-2020 10:27:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered No significant
change in
antiretroviral
therapy during the 6
months prior to
enrollment

Oct-05-2020 15:58:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Patricia
Banchero
(pfe.banchp)

Query 1: Opened GPDCLIN: Please
confirm if there has
been any significant
change in
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antiretroviral
therapy during the 6
months prior to
enrollment.

Oct-02-2020 14:58:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
The subject is known to be HIV
POSITIVE

Initial Entry
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Back to Form

1. Lab Panel:

Date Location User Value Reason

Oct-02-2020 15:00:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMISTRY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Oct-08-2020 05:47:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 1: Closed Response satisfies
query

Oct-07-2020 09:27:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Oct-07-2020 09:27:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
QUEST CHANTILLY, QUEST
DIAGNOSTIC NICHOLS INS
TITUTE,CLIA 49D0221801,1
4225 Newbrook Drive,Chantill
y VA 20151

Transcription Error

Oct-07-2020 02:57:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swaranjali
Subhash Pawar
(pfe.pawars01)

Query 1: Opened DM: A carriage is
identified. To avoid
processing errors,
please remove the
identified character
by deleting the
entry and
re-entering the data
(without using copy
and paste).

Oct-02-2020 15:00:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
QUEST CHANTILLY, QUEST
DIAGNOSTIC NICHOLS INS
TITUTE
CLIA 49D0221801
14225 Newbrook Drive
Chantilly VA 20151

Initial Entry
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3. Collection Date:

Date Location User Value Reason

Oct-02-2020 15:00:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/17/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Oct-02-2020 15:00:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Oct-02-2020 15:00:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

2124

Test:: HIV RNA (Ultr
asensitive)

Result:: <20

Lab Normal Ra
nge:

Low
20

High
10000000

Unit
/mL

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Oct-02-2020 15:00:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2124

Initial Entry

5.a Test:

Date Location User Value Reason09
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Oct-02-2020 15:00:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
HIV RNA (Ultrasensitive)

Initial Entry

5.a Result:

Date Location User Value Reason

Oct-02-2020 15:00:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
<20

Initial Entry

5.a LNMT

Date Location User Value Reason

Oct-02-2020 15:00:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

20

High
10000000

Unit
/mL

Initial Entry
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Back to Form

1. Lab Panel:

Date Location User Value Reason

Oct-02-2020 15:01:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HEMATOLOGY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Oct-08-2020 05:45:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 1: Closed Response satisfies
query

Oct-07-2020 09:27:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Oct-07-2020 09:27:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
SUNQUEST, BOSTON MEDI
CAL CENTER LABORATOR
Y, CLIA 22D0867404, One Bo
ston Medical Center Place,Bost
on MA 02118

Transcription Error

Oct-07-2020 02:57:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swaranjali
Subhash Pawar
(pfe.pawars01)

Query 1: Opened DM: A carriage is
identified. To avoid
processing errors,
please remove the
identified character
by deleting the
entry and
re-entering the data
(without using copy
and paste).

Oct-02-2020 15:01:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
SUNQUEST
BOSTON MEDICAL CENTE
R LABORATORY
CLIA 22D0867404
One Boston Medical Center Pla
ce

Initial Entry
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Boston MA 02118

3. Collection Date:

Date Location User Value Reason

Oct-02-2020 15:01:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/17/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Oct-02-2020 15:01:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Nov-17-2020 14:51:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sponsor-Defined I
dentifier:

4722

Test:: CD4_PX4
722

Result:: 0.666

Lab Normal Range
:

Low
.430

High
1.185

Unit
10^3/m
m3

Changed
Information

Nov-17-2020 12:43:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sponsor-Defined I
dentifier:

4722

Test:: CD4_PX4
722

Result:: 0.666

Ohh so it just
needed the 0. in
front of it, thats
why the .666 I put
got queried before.
Thank you so so so
so much for your
help!!!
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Lab Normal Range
:

Low
430

High
1185

Unit
10^3/m
m3

Nov-16-2020 09:47:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sponsor-Defined I
dentifier:

4722

Test:: CD4_PX4
722

Result:: 666 10^3/
mm3

Lab Normal Rang
e:

Low
430

High
1185

Unit
10^3/mm
3

I am confused and
do not understand
what you are asking
for in these queries.
Would you be able
to rephrase it? Or
potentially give an
example so I can
better answer?
Thank you!

Nov-15-2020 10:17:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sponsor-Defined I
dentifier:

4722

Test:: CD4_PX4
722

Result:: .666

Lab Normal Range
:

Low
430

High
1185

Unit
10^3/m
m3

Changed
Information
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Nov-13-2020 15:21:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sponsor-Defined I
dentifier:

4722

Test:: CD4_PX4
722

Result:: 666/mm3

Lab Normal Range
:

Low
430

High
1185

Unit
10^3/m
m3

New Information

Oct-02-2020 15:01:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

4722

Test:: CD4_PX4
722

Result:: 666

Lab Normal Range
:

Low
430

High
1185

Unit
10^3/m
m3

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Oct-02-2020 15:01:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4722

Initial Entry

5.a Test:

Date Location User Value Reason09
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Oct-02-2020 15:01:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
CD4_PX4722

Initial Entry

5.a Result:

Date Location User Value Reason

Nov-17-2020 15:05:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Closed Response satisfies
query

Nov-17-2020 14:51:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Changed data per
query

Nov-17-2020 13:44:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Reissued:Opened Clin: Please enter
for the normal range
LNMT Low (0.430)
and LNMT High
(1.185)

Nov-17-2020 12:43:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Ohh so it just
needed the 0. in
front of it, thats why
the .666 I put got
queried before.
Thank you so so so
so much for your
help!!!

Nov-17-2020 12:43:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
0.666

Ohh so it just
needed the 0. in
front of it, thats why
the .666 I put got
queried before.
Thank you so so so
so much for your
help!!!

Nov-16-2020 16:54:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ahmed
Hassan
(pfe.hassaa38)

Query 1: Reissued:Opened My calculations are:
Result = 0.666 (No
units), Lab normal
range: 0.430, High:
1.185, Unit
10^3/mm3. If you
agree, please update
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this CRF as
indicated. Thanks

Nov-16-2020 09:47:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered I am confused and
do not understand
what you are asking
for in these queries.
Would you be able
to rephrase it? Or
potentially give an
example so I can
better answer?
Thank you!

Nov-16-2020 09:47:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
666 10^3/mm3

I am confused and
do not understand
what you are asking
for in these queries.
Would you be able
to rephrase it? Or
potentially give an
example so I can
better answer?
Thank you!

Nov-15-2020 15:42:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Reissued:Opened Clin: Please enter
the LNMT Low
(0.430) and LNMT
High (1.185), after
dividing the
numbers provided
(LNMT Low and
LNMT High) by
1000 to allow using
the Unit provided
“10^3/mm3”
equivalent to
“x1000/mm3”

Nov-15-2020 10:17:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed
Information

Nov-15-2020 10:17:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
.666

Changed
Information
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LABORATORY DATA - HEMATOLOGY - eCRF Audit Trail
History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Nov-14-2020 19:48:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Reissued:Opened Clin: Please enter
the CD4
ABSOLUTE
VALUE only,
LNMT Low and
LNMT High, after
dividing the
numbers provided
(CD4, LNMT Low
and LNMT High)
by 1000 to allow
using the Unit
provided
“10^3/mm3”
equivalent to
“x1000/mm3”

Nov-13-2020 15:21:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Nov-13-2020 15:21:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
666/mm3

New Information

Nov-12-2020 21:34:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Opened Clin: Please enter
the CD4 absolute
values only, LNMT
Low and LNMT
High, after dividing
the number by 1000
to allow using the
Unit provided
“10^3/mm3”
equivalent to
“1000/mm3”

Oct-02-2020 15:01:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
666

Initial Entry

5.a LNMT

Date Location User Value Reason

Nov-17-2020 14:51:25
(UTC-05:00) Eastern

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
Low

Changed
Information
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LABORATORY DATA - HEMATOLOGY - eCRF Audit Trail
History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Time (US & Canada) (pfe.tstannard) .430

High
1.185

Unit
10^3/mm3

Oct-02-2020 15:01:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

430

High
1185

Unit
10^3/mm3

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Date:

Date Location User Value Reason

Oct-02-2020 15:01:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/2/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Oct-02-2020 15:01:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
208.0

Initial Entry

3. Unit:

Date Location User Value Reason

Oct-02-2020 15:01:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason

Oct-02-2020 15:01:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
65.0

Initial Entry

5. Unit:

Date Location User Value Reason

Oct-02-2020 15:01:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Oct-02-2020 15:01:24
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
34.6

Initial Entry09
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77
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3f
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Time (US & Canada)

7.a

Date Location User Value Reason

Oct-02-2020 15:01:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier
::

1

Temperature: 97.8

Temperature Uni
t:

F

Temperature Loc
ation::

ORAL CAV
ITY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Oct-02-2020 15:01:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Oct-02-2020 15:01:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
97.8

Initial Entry

7.a Unit:

Date Location User Value Reason

Oct-02-2020 15:01:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
F

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Oct-02-2020 15:01:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Randomization Date :

Date Location User Value Reason

Oct-02-2020 15:02:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/2/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Oct-02-2020 15:02:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
266982

Initial Entry

09
01

77
e1

96
ae

3f
e8

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0142088



Page 237 of 435
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-05-2020 11:02:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-05-2020 11:02:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-05-2020 11:02:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-05-2020 11:02:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-05-2020 11:02:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Oct/2/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-05-2020 11:02:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BLD0KV

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

5.a Sample ID

Date Location User Value Reason

Oct-05-2020 11:02:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD0KV

Initial Entry

5.b

Date Location User Value Reason

Oct-05-2020 11:06:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BLD0KP

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-05-2020 11:06:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD0KP

Initial Entry

5.c

Date Location User Value Reason

Oct-05-2020 11:07:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BLD0KR

Transcription Error
(DELETED)

Oct-05-2020 11:07:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BLD0KR

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-05-2020 11:07:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD0KR

Transcription Error
(DELETED)

Oct-05-2020 11:07:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD0KR

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

5.d

Date Location User Value Reason

Oct-05-2020 11:11:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BP9HK0

Initial Entry

5.d Sample ID

Date Location User Value Reason

Oct-05-2020 11:11:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BP9HK0

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-05-2020 11:15:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-05-2020 11:15:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-05-2020 11:15:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-05-2020 11:15:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-05-2020 11:15:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Oct/2/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-05-2020 11:15:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BP9HJV

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

5.a Sample ID

Date Location User Value Reason

Oct-05-2020 11:15:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BP9HJV

Initial Entry

09
01
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Oct-02-2020 15:02:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Oct-02-2020 15:02:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Oct-02-2020 15:02:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Oct-02-2020 15:02:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/2/2020 12:44

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Oct-02-2020 15:02:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Oct-02-2020 15:02:54
(UTC-05:00) Eastern

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
LEFT

Initial Entry09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Time (US & Canada) (pfe.tstannard)

7. Route:

Date Location User Value Reason

Oct-02-2020 15:02:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Oct-02-2020 15:02:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

Initial Entry

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

Date Location User Value Reason

Oct-02-2020 15:02:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Nov-10-2020
12:55:55
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Brent Spears
(pfe.spearj09)

Query
2: Clo
sed

Response satisfies
query

Nov-10-2020
12:29:48
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
2: An
swere
d

New Information

Nov-10-2020
12:29:48
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Query
1: Del
eted

New Information

Nov-10-2020
12:29:48
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data
Entry
:
YES -
REA
CTO
GENI
CITY
E-DI
ARY
COLL
ECTE
D FO
R THI
S SU
BJEC
T

New Information

Nov-09-2020
19:44:29

ACV0PFEINFP6000  Brent Spears
(pfe.spearj09)

Query
2: Op

Per Trial Manager,
eDiary is available

09
01

77
e1

96
ae

3f
e8

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0142096



Page 245 of 435

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

(UTC-05:00)
Eastern Time
(US &
Canada)

ened for this subject as
they were activated
at visit 2. Please
update as necessary.

Oct-09-2020
10:20:38
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Premraj Bhoyar
(pfe.bhoyap)

Query
1: Rei
ssued:
Candi
date

Email sent to CRA
and Study team on
09Oct2020.

Oct-08-2020
15:34:33
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Query
1: An
swere
d

Participant not
signed up for
reactogenicity diary.
Should we log a
protocol deviation?

Oct-08-2020
03:59:12
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW4908928;What
is the subject HIV
status? is "The
subject is known to
be HIV POSITIVE",
but Reactogenicity
diary collection is
"NO -
REACTOGENICITY
E-DIARY NOT
COLLECTED FOR
THIS SUBJECT".
Please review and
update as
appropriate.

Oct-02-2020
15:03:01
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data
Entry
:
NO -
REA
CTO
GENI
CITY
E-DI
ARY
NOT
COLL

Initial Entry
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ECTE
D FO
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Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-30-2020 03:11:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 2: Closed Response satisfies
query

Oct-29-2020 10:48:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 2: Answered Changed data per
query

Oct-29-2020 08:48:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe.reddyr51)

Query 2: Opened DM: Kindly review
and complete
‘Nasal Swab' form
at this visit. Thank
you.

Oct-29-2020 07:05:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Avinash
Gawas
(pfe.gawasa)

Query 1: Closed Closed per SITE
response, added to
PD tracker

Oct-28-2020 16:05:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Confirmed 2 days
out of window. This
is a spanish
speaking participant
who needed to be
reconsented, and
spanish consent was
not approved at
time of original
visit.

Oct-28-2020 04:56:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jayesh Yeole
(pfe.yeolej)

Query 1: Opened PDQ: DOV at this
visit is out of
window (2 day)
from DOV (02/Oct
/2020) at
V1D1VX1L. Please
either update DOV
or confirm whether
visit is out of
window due to
temporary delay of
vaccination. Else,
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provide details as
appropriate.

Oct-27-2020 15:53:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/27/2020

Initial Entry
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Back to Form

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

Date Location User Value Reason

Nov-12-2020 09:55:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sharreda
Cornes
(pfe.cornes09)

Query 1: Closed Response satisfies
query

Nov-11-2020 15:34:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Diary wasn't
activated for
vaccine one,
protocol deviation
filed

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

Nov-11-2020 11:57:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Brent Spears
(pfe.spearj09)

Query 1: Opened Please enter all
data for this page.

2.a

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: Not

Do
ne

Were fever or systemic sy
mptoms present on the la
st day the Subject Diary
was completed?:

Not
Do
ne

Initial Entry

2.a Symptom:

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?
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Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2.b

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: Not

Do
ne

Were fever or systemic sy
mptoms present on the la
st day the Subject Diary
was completed?:

Not
Do
ne

Initial Entry

2.b Symptom:

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

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

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2.c

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: Not

Do
ne

Initial Entry
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Were fever or systemic sy
mptoms present on the la
st day the Subject Diary
was completed?:

Not
Do
ne

2.c Symptom:

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

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

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2.d

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: Not

Do
ne

Were fever or systemic sy
mptoms present on the la
st day the Subject Diary
was completed?:

Not
Do
ne

Initial Entry
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2.d Symptom:

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

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

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2.e

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: Not

Do
ne

Were fever or systemic sy
mptoms present on the la
st day the Subject Diary
was completed?:

Not
Do
ne

Initial Entry

2.e Symptom:

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

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

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2.f
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Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: Not

Do
ne

Were fever or systemic sy
mptoms present on the la
st day the Subject Diary
was completed?:

Not
Do
ne

Initial Entry

2.f Symptom:

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

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

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2.g

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: Not

Do
ne

Were fever or systemic sy
mptoms present on the la
st day the Subject Diary
was completed?:

Not
Do
ne

Initial Entry
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2.g Symptom:

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

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

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2.h

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: Not

Do
ne

Were fever or systemic sy
mptoms present on the la
st day the Subject Diary
was completed?:

Not
Do
ne

Initial Entry

2.h Symptom:

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

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

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

3. Injection Site Location:
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Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

5.a

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Injection Site Reaction:: Not

Do
ne

Were injection site reacti
ons present on the last da
y the Subject Diary was c
ompleted?:

Not
Do
ne

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

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

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

5.b

Date Location User Value Reason09
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Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Injection Site Reaction:: Not

Do
ne

Were injection site reacti
ons present on the last da
y the Subject Diary was c
ompleted?:

Not
Do
ne

Initial Entry

5.b Injection Site Reaction:

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

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

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

5.c

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Injection Site Reaction:: Not

Do
ne

Were injection site reacti
ons present on the last da
y the Subject Diary was c
ompleted?:

Not
Do
ne

Initial Entry
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5.c Injection Site Reaction:

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

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

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry
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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Date:

Date Location User Value Reason

Oct-27-2020 15:53:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/27/2020

Initial Entry

2.a

Date Location User Value Reason

Oct-27-2020 15:53:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier
::

1

Temperature: 97.7

Temperature Uni
t:

F

Temperature Loc
ation::

ORAL CAV
ITY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Oct-27-2020 15:53:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Oct-27-2020 15:53:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
97.7

Initial Entry

2.a Unit:

Date Location User Value Reason

Oct-27-2020 15:53:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
F

Initial Entry
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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

2.a Temperature Location:

Date Location User Value Reason

Oct-27-2020 15:53:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ORAL CAVITY

Initial Entry

09
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Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-29-2020 10:47:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-29-2020 10:47:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-29-2020 10:47:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-29-2020 10:47:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-29-2020 10:47:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Oct/27/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-29-2020 10:47:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BP9HTX

Initial Entry
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

5.a Sample ID

Date Location User Value Reason

Oct-29-2020 10:47:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BP9HTX

Initial Entry

09
01

77
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Oct-27-2020 15:54:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Oct-27-2020 15:54:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Oct-27-2020 15:54:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Oct-27-2020 15:54:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/27/2020 13:49

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Oct-27-2020 15:54:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Oct-27-2020 15:54:03
(UTC-05:00) Eastern

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
LEFT

Initial Entry09
01

77
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Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Time (US & Canada) (pfe.tstannard)

7. Route:

Date Location User Value Reason

Oct-27-2020 15:54:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Oct-27-2020 15:54:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

Initial Entry

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

Date Location User Value Reason

Oct-27-2020 15:54:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-02-2020 03:55:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Closed Response satisfies
query

Dec-01-2020 10:06:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Changed data per
query

Dec-01-2020 09:12:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe reddyr51)

Query 1: Opened The treatment
period is defined as
1st vaccination visit
through the
1-month post
vaccination visit
after the 2nd
vaccination. Please
complete treatment
disposition CRF
and update date of
EOT to match date
of visit at visit 3.

Nov-30-2020 12:41:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Nov/24/2020

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

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

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: FE

VE
R

Were fever or systemic sy
mptoms present on the las
t day the Subject Diary w
as completed?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
FEVER

Initial Entry

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

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: FA

TI

Initial Entry
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

GU
E

Were fever or systemic sy
mptoms present on the la
st day the Subject Diary
was completed?:

NO

2.b Symptom:

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
FATIGUE

Initial Entry

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

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: HE

AD
AC
HE

Were fever or systemic s
ymptoms present on the
last day the Subject Diar
y was completed?:

NO

Initial Entry
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Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

2.c Symptom:

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
HEADACHE

Initial Entry

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

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: CH

IL
LS

Were fever or systemic sy
mptoms present on the las
t day the Subject Diary w
as completed?:

NO

Initial Entry

2.d Symptom:

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
CHILLS

Initial Entry

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

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: VO

MIT
ING

Were fever or systemic s
ymptoms present on the
last day the Subject Diar
y was completed?:

NO

Initial Entry

2.e Symptom:

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
VOMITING

Initial Entry

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

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.f

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: DIA

RR
HE
A

Were fever or systemic s
ymptoms present on the l
ast day the Subject Diary
was completed?:

NO

Initial Entry
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2.f Symptom:

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
DIARRHEA

Initial Entry

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

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: NEW OR

WORSE
NED MU
SCLE PA
IN

Were fever or syste
mic symptoms pres
ent on the last day t
he Subject Diary w
as completed?:

NO

Initial Entry

2.g Symptom:

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEW OR WORSENED MUSC
LE PAIN

Initial Entry

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

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

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

2.h

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: NEW O

R WORS
ENED J
OINT PA
IN

Were fever or syste
mic symptoms prese
nt on the last day th
e Subject Diary was
completed?:

NO

Initial Entry

2.h Symptom:

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEW OR WORSENED JOINT
PAIN

Initial Entry

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

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
LEFT

Initial Entry
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

5.a

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Injection Site Reaction:: RE

DN
ESS

Were injection site reacti
ons present on the last da
y the Subject Diary was c
ompleted?:

NO

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
REDNESS

Initial Entry

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

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Injection Site Reaction:: SW

ELL
ING

Were injection site reacti
ons present on the last d
ay the Subject Diary was
completed?:

NO

Initial Entry
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

5.b Injection Site Reaction:

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
SWELLING

Initial Entry

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

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Injection Site Reactio
n::

PAIN A
T INJE
CTION
SITE

Were injection site re
actions present on the
last day the Subject D
iary was completed?:

NO

Initial Entry

5.c Injection Site Reaction:

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
PAIN AT INJECTION SITE

Initial Entry

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

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: LAB CHEMISTRY - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Lab Panel:

Date Location User Value Reason

Dec-01-2020 10:04:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Dec-01-2020 10:02:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: New Information

Nov-30-2020 12:45:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMISTRY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Dec-01-2020 10:04:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

Dec-01-2020 10:02:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry: New Information

Nov-30-2020 12:45:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Quest, Chantilly, Quest Diagnos
tics Nichols Institute, 14225 Ne
wbrook Drive, Chantilly, VA 20
151

Initial Entry

3. Collection Date:

Date Location User Value Reason

Dec-02-2020 00:28:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Pratiksha
Mahadik
(pfe mahadp07)

Query 1: Closed Closed as data
updated.

Dec-01-2020 10:04:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

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

Dec-01-2020 10:02:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Answer Auto Query

Dec-01-2020 10:02:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry: New Information

Dec-01-2020 01:17:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 1: Reissued:Opened Per protocol,record
HIV viral load and
CD4 count results
from the most recent
test performed since
Visit 1 (if any).
Please remove if the
entered results are
duplicate of the data
already entered at
visit 1 and mark
form level comment
as NOT
APPLICABLE.

Nov-30-2020 12:47:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Patient has no recent
labs since last visit

Nov-30-2020 12:45:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Collection Date is
more than 6 months
before DOV or is
not after previous
HIV RNA
Collection Date.
Please review and
update as
appropriate.

Nov-30-2020 12:45:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/17/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Dec-01-2020 10:04:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry
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Dec-01-2020 10:02:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: New Information

Nov-30-2020 12:45:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Dec-01-2020 10:04:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

Not Applicabl
e

Test:: HIV RNA (Ul
trasensitive)

Result:: Not Applicabl
e

Lab Normal R
ange:

Not Applicabl
e

Initial Entry

Dec-01-2020 10:04:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sponsor-Define
d Identifier:

Test:: HIV RNA (Ul
trasensitive)

Result::

Lab Normal R
ange:

Unit

New Information

Dec-01-2020 10:04:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

Test:: HIV RNA (Ult
rasensitive)

Result::

New Information
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Lab Normal R
ange:

Low
20

High
10000000

Unit
/mL

Nov-30-2020 12:46:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sponsor-Defin
ed Identifier:

2124

Test:: HIV RNA (Ult
rasensitive)

Result:: <20

Lab Normal R
ange:

Low
20

High
10000000

Unit
/mL

Initial Entry

Nov-30-2020 12:45:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

2124

Test:: HIV RNA (Ul
trasensitive)

Result:: <20

Lab Normal R
ange:

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Dec-01-2020 10:04:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Dec-01-2020 10:04:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: New Information
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Nov-30-2020 12:45:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2124

Initial Entry

5.a Test:

Date Location User Value Reason

Nov-30-2020 12:45:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
HIV RNA (Ultrasensitive)

Initial Entry

5.a Result:

Date Location User Value Reason

Dec-01-2020 10:04:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

Dec-01-2020 10:04:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry: New Information

Nov-30-2020 12:46:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Nov-30-2020 12:45:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is present,
but lab normal
range (Low, high or
Unit) is missing.
Please correct or
confirm.

Nov-30-2020 12:45:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
<20

Initial Entry

5.a LNMT

Date Location User Value Reason

Dec-01-2020 10:04:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

Dec-01-2020 10:04:18
(UTC-05:00) Eastern

ACV0PFEINFP6000  Taylor
Stannard

Data Entry: New Information09
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Time (US & Canada) (pfe.tstannard)
Unit

Nov-30-2020 12:46:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

20

High
10000000

Unit
/mL

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: LABORATORY DATA - HEMATOLOGY - eCRF Audit Trail
History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Lab Panel:

Date Location User Value Reason

Dec-02-2020 13:34:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Dec-02-2020 13:34:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Initial Entry

Dec-01-2020 10:05:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Dec-01-2020 10:05:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: New Information

Nov-30-2020 12:48:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HEMATOLOGY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Dec-02-2020 13:34:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

Dec-02-2020 13:34:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry: Initial Entry

Dec-01-2020 10:05:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

Dec-01-2020 10:04:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry: New Information

Nov-30-2020 12:48:30
(UTC-05:00) Eastern

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
SUNQUEST, BOSTON MEDI

Initial Entry09
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Time (US & Canada) (pfe.tstannard) CAL CENTER LABORATORY
, CLIA 22D0867404, One Bosto
n Medical Center Place , Boston
MA 02118

3. Collection Date:

Date Location User Value Reason

Dec-02-2020 23:26:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 1: Closed Response satisfies
query

Dec-02-2020 13:35:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Changed data per
query

Dec-02-2020 13:34:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

Dec-02-2020 13:34:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry: Initial Entry

Dec-02-2020 01:08:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Astrud van der
Merwe
(pfe.vandea62)

Query 1: Reissued:Opened Form level
comment is
currently blank.
Please remove all
entered data using
the eraser icon.
Once all entered
data has been
removed, an option
to tick Not
Applicable becomes
available. Please
update.

Dec-01-2020 10:05:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

Dec-01-2020 10:05:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Closed Close Auto Query
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Visit: V3_MONTH1_POSTVAX2_L Form: LABORATORY DATA - HEMATOLOGY - eCRF Audit Trail
History
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec-01-2020 10:05:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Answer Auto Query

Dec-01-2020 10:05:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry: New Information

Dec-01-2020 10:04:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened Collection date is
updated, but result
is missing. Please
correct or confirm.

Nov-30-2020 23:17:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 1: Reissued:Opened DM:Per
protocol,record HIV
viral load and CD4
count results from
the most recent test
performed since
Visit 1 (if any).
Please remove if the
entered results are
duplicate of the data
already entered at
visit 1 and mark
form level comment
as NOT
APPLICABLE

Nov-30-2020 12:50:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Patient has not had
recent labs since last
visit

Nov-30-2020 12:48:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Collection Date is
more than 6 months
before DOV or is
not after previous
HIV RNA
Collection Date.
Please review and
update as
appropriate.

Nov-30-2020 12:48:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/17/2020

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: LABORATORY DATA - HEMATOLOGY - eCRF Audit Trail
History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

4. Specimen Type:

Date Location User Value Reason

Dec-02-2020 13:34:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Dec-02-2020 13:34:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Initial Entry

Dec-01-2020 10:05:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Dec-01-2020 10:05:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: New Information

Nov-30-2020 12:48:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Dec-02-2020 13:34:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: CD4_PX4
722

Result:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable

Initial Entry

Dec-02-2020 13:34:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

Test:: CD4_PX
4722

Result::

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: LABORATORY DATA - HEMATOLOGY - eCRF Audit Trail
History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Lab Normal Range
:

Unit

Dec-01-2020 10:05:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: CD4_PX4
722

Result:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable

Initial Entry

Dec-01-2020 10:04:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sponsor-Defined Id
entifier:

Test:: CD4_PX
4722

Result::

Lab Normal Range
:

Unit

New Information

Dec-01-2020 10:04:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

Test:: CD4_PX4
722

Result::

Lab Normal Range
:

Low
.430

High
.1185

Unit
10^3/m
m3

New Information

Nov-30-2020 12:48:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

4722

Initial Entry
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Visit: V3_MONTH1_POSTVAX2_L Form: LABORATORY DATA - HEMATOLOGY - eCRF Audit Trail
History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Test:: CD4_PX4
722

Result:: .666

Lab Normal Range
:

Low
.430

High
.1185

Unit
10^3/m
m3

5.a Sponsor ID:

Date Location User Value Reason

Dec-02-2020 13:34:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Dec-02-2020 13:34:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Initial Entry

Dec-01-2020 10:05:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Dec-01-2020 10:04:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: New Information

Nov-30-2020 12:48:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4722

Initial Entry

5.a Test:

Date Location User Value Reason

Nov-30-2020 12:48:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
CD4_PX4722

Initial Entry

5.a Result:
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Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Date Location User Value Reason

Dec-02-2020 13:34:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

Dec-02-2020 13:34:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry: Initial Entry

Dec-01-2020 10:05:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

Dec-01-2020 10:04:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry: New Information

Nov-30-2020 12:48:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
.666

Initial Entry

5.a LNMT

Date Location User Value Reason

Dec-02-2020 13:34:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

Dec-02-2020 13:34:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:

Unit

Initial Entry

Dec-01-2020 10:05:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

Dec-01-2020 10:04:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:

Unit

New Information

Nov-30-2020 12:48:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

.430

Initial Entry
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History
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Site No: 1015 Site Name: (1015) Boston Medical Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

High
.1185

Unit
10^3/mm3

09
01

77
e1

96
ae

3f
e8

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0142138



Page 287 of 435

***Confidential***

 

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-30-2020 12:48:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-30-2020 12:48:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-30-2020 12:49:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Nov-30-2020 12:48:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Nov-30-2020 12:48:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Nov/24/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-30-2020 12:49:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSH19C

Initial Entry
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

5.a Sample ID

Date Location User Value Reason

Nov-30-2020 12:49:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSH19C

Initial Entry

5.b

Date Location User Value Reason

Nov-30-2020 12:49:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BRFKHP

Initial Entry

5.b Sample ID

Date Location User Value Reason

Nov-30-2020 12:49:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BRFKHP

Initial Entry

5.c

Date Location User Value Reason

Nov-30-2020 12:49:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSH19D

Initial Entry

5.c Sample ID

Date Location User Value Reason

Nov-30-2020 12:49:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSH19D

Initial Entry

5.d

Date Location User Value Reason

Nov-30-2020 12:49:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSH19F

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

5.d Sample ID

Date Location User Value Reason

Nov-30-2020 12:49:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSH19F

Initial Entry
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Header Text: c4591001

Visit: V4_MONTH6_L Form: DATE OF VISIT - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-11-2021 10:10:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query 1: Deleted Query is invalid or
does not apply

Mar-10-2021 14:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Erroneous Visit is
marked, but date of
visit is entered.
Please either untick
the erroneous visit
button if visit
occurred, or mark
any forms
containing data
within this visit as
Not Done/Not
Applicable at the
form level.

Mar-10-2021 14:30:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Mar/10/2021

Initial Entry

2. Erroneous Visit

Date Location User Value Reason

Mar-10-2021 14:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ERRONEOUS VISIT

Initial Entry
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Header Text: c4591001

Visit: V4_MONTH6_L Form: LAB CHEMISTRY - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Lab Panel:

Date Location User Value Reason

Mar-10-2021 14:32:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Mar-10-2021 14:32:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Mar-10-2021 14:32:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Mar-10-2021 14:32:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

5.a

Date Location User Value Reason

Mar-10-2021 14:32:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Lab Normal Range
:

Not Appli
cable

Initial Entry
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Header Text: c4591001

Visit: V4_MONTH6_L Form: LAB CHEMISTRY - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

5.a Sponsor ID:

Date Location User Value Reason

Mar-10-2021 14:32:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

5.a Test:

Date Location User Value Reason

Mar-10-2021 14:32:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

5.a Result:

Date Location User Value Reason

Mar-10-2021 14:32:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

5.a LNMT

Date Location User Value Reason

Mar-10-2021 14:32:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V4_MONTH6_L Form: LABORATORY DATA - HEMATOLOGY - eCRF Audit Trail
History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Lab Panel:

Date Location User Value Reason

Mar-10-2021 14:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Mar-10-2021 14:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Mar-10-2021 14:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Mar-10-2021 14:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

5.a

Date Location User Value Reason

Mar-10-2021 14:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Initial Entry
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Visit: V4_MONTH6_L Form: LABORATORY DATA - HEMATOLOGY - eCRF Audit Trail
History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Lab Normal Range
:

Not Appli
cable

5.a Sponsor ID:

Date Location User Value Reason

Mar-10-2021 14:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

5.a Test:

Date Location User Value Reason

Mar-10-2021 14:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

5.a Result:

Date Location User Value Reason

Mar-10-2021 14:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

5.a LNMT

Date Location User Value Reason

Mar-10-2021 14:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-10-2021 14:33:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-10-2021 14:33:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-10-2021 14:33:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

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

Date Location User Value Reason

Mar-10-2021 14:33:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-04-2021 03:51:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swapna
Varikuti
(pfe.variks)

Query 3: Closed This issue will put
on Hold in PD
tracker

Mar-03-2021 11:30:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 3: Answered Subject has not
responded to calls.
Will continue to
contact until visit
can be scheduled

Feb-25-2021 06:09:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Avinash
Gawas
(pfe.gawasa)

Query 3: Opened PDQ: Convalescent
visit is missing and
35 days (36) have
passed since
COVID Illness
Visit. If visit
occurred record
data as a matching
CONVA visit; if
visit did not occur
attempt to schedule
visit even if OOW
and obtain the
CONVA sample
else clarify.

Feb-12-2021 02:48:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Avinash
Gawas
(pfe.gawasa)

Query 1: Closed Closed per SITE
response, added to
PD tracker for
Clinical Review

Feb-11-2021 11:23:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Patient refused to
self-swab or have
nurse swab him. No
swab was able to be
collected.

Feb-11-2021 01:08:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swapna
Varikuti
(pfe.variks)

Query 1: Reissued:Opened PDQ RQ1: As per
the query response
'Swab is being
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

collected by home
nursing aide on
5Feb2021' , please
update the swab
collection date and
barcode details.

Feb-05-2021 01:38:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swapna
Varikuti
(pfe.variks)

Query 1: Reissued:Candidate PDQ RQ1: Thank
you for the
response, please
update the details
once available else
clarify.

Feb-04-2021 11:39:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Swab is being
collected by home
nursing aide on
5Feb2021. Will
update barcode
once swab has been
obtained

Feb-03-2021 06:18:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swapna
Varikuti
(pfe.variks)

Query 1: Opened PDQ : Details of
Sample ID
(barcode) and
collection date for
either Nasal Swab
Self or Nasal Swab
expected to be
completed. Please
check and update
else clarify.

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query

Feb-02-2021 10:08:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate Date of Visit is
completed but Date
of Assessment in
the Signs and
Symptoms form is
missing. Please
review and update
as appropriate.
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Feb-02-2021 10:08:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Date of Visit is
completed but Date
of Collection in
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Feb-02-2021 10:08:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Feb-02-2021 10:08:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_A

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 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-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Date of Last Symptom Resolve
d:

Jan/26/2021

Initial Entry

4.a

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptoms: FEVER

Symptom Present: NO

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
FEVER

Initial Entry

4.a Was symptom present?
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

4.b

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptoms
:

NEW OR INCREA
SED COUGH

Symptom
Present:

NO

Initial Entry

4.b Symptoms:

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEW OR INCREASED COUG
H

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

4.c

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sympto
ms:

NEW OR INCREASE
D SHORTNESS OF
BREATH

Sympto
m Prese
nt:

YES

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

4.c Symptoms:

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEW OR INCREASED SHORT
NESS OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

4.d

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptoms: CHILLS

Symptom Present: YES

Initial Entry

4.d Symptoms:

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

4.e

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom
s:

NEW OR INCREAS
ED MUSCLE PAIN

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Symptom
Present:

NO

4.e Symptoms:

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEW OR INCREASED MUSC
LE PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom
s:

NEW LOSS OF TA
STE OR SMELL

Symptom
Present:

NO

Initial Entry

4.f Symptoms:

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEW LOSS OF TASTE OR SM
ELL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

4.g
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom
s:

NEW OR INCREAS
ED SORE THROAT

Symptom
Present:

NO

Initial Entry

4.g Symptoms:

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEW OR INCREASED SORE
THROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

4.h

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptoms: DIARRHE

A

Symptom Present
:

NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

4.h Symptoms:

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

4.i

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptoms: VOMITIN

G

Symptom Present
:

NO

Initial Entry

4.i Symptoms:

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

5.a

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Feb-02-2021 10:11:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptoms - Other: Fatigue

Initial Entry

5.a Symptoms - Other Text:

Date Location User Value Reason

Feb-02-2021 10:11:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Fatigue

Initial Entry

5.b

Date Location User Value Reason

Feb-02-2021 10:11:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptoms - Oth
er:

Chest tightne
ss

Initial Entry

5.b Symptoms - Other Text:

Date Location User Value Reason

Feb-02-2021 10:11:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Chest tightness

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: MICROBIOLOGY SPECIMEN - Audit Trail

Form Version: 06-Jul-2020 21:54 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

Date Location User Value Reason

Feb-02-2021 10:11:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created

09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Feb-02-2021 10:11:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Feb-02-2021 10:11:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
SWABBED MATERIAL

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Feb-02-2021 10:11:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NASOPHARYNX

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason

Feb-02-2021 10:11:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SEVERE ACUTE RESP SYNDR
OME CORONAVIRUS 2

Initial Entry

5. Device Type:

Date Location User Value Reason

Feb-02-2021 10:11:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SARS-COV-2 DIAGNOSTIC TES
T

Initial Entry

6. Trade Name:

Date Location User Value Reason

Feb-02-2021 10:11:56
(UTC-05:00) Eastern

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
BIOFIRE COVID-19 TEST

Initial Entry09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Time (US & Canada) (pfe.tstannard)

7. Test Result:

Date Location User Value Reason

Feb-02-2021 10:11:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEGATIVE

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

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

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-02-2021 10:12:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-02-2021 10:12:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-02-2021 10:12:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

Feb-02-2021 10:12:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Swab not collected - study team
was no aware of symptoms

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

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

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-02-2021 10:12:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-02-2021 10:12:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-02-2021 10:12:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

Feb-02-2021 10:12:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Swab not collected - study team
was no aware of symptoms

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1.a

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Type of Practitioner: SPECIA

LIST

Occurrence of Visits
or Contacts:

NO

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

1.b

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Type of Practit
ioner:

EMERGENCY
ROOM

Occurrence of
Visits or Conta
cts:

YES
Number of Vi
sits or Contac
ts:

3

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
EMERGENCY ROOM

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Number of Visits or Contacts:

3

Initial Entry

1.c

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Type of Practit
ioner:

PRIMARY C
ARE PHYSIC
IAN

Occurrence of
Visits or Conta
cts:

NO

Initial Entry

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
PRIMARY CARE PHYSICIAN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

1.d

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Type of Practitione
r:

URGENT
CARE

Occurrence of Visit
s or Contacts:

NO

Initial Entry

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

1.e

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Type of Practi
tioner:

TELEPHONE
CONSULTATI
ON

Occurrence of
Visits or Cont
acts:

YES
Number of Vis
its or Contacts
:

4

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
TELEPHONE CONSULTATIO
N

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Number of Visits or Contacts:

4

Initial Entry

1.f

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Type of Practitioner: OTH

ER

Occurrence of Visits or
Contacts:

NO

Initial Entry

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

3. Has the subject been hospitalized due to potential COVID-19 illness?

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Feb-04-2021 18:22:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query 1: Closed Response satisfies
query

Feb-03-2021 15:16:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Data already entered

Feb-03-2021 13:54:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query 1: Opened CLINQUERY:
Subject had
COVID-19 Illness
and was
hospitalized. Please
enter on the relevant
CRF form any
available
information (vital
signs, pulse oxymet,
respiratory
treatment, lab
results, imaging…).
Please make every
effort to obtain this
information.

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Has the subject been in intensi
ve care due to potential COVI
D-19 illness?

NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: HOSPITALIZATION DETAILS - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

Date Location User Value Reason

Feb-02-2021 10:14:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Hospitalization Category:

Date Location User Value Reason

Feb-02-2021 10:14:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HOSPITALIZATION STATUS

Initial Entry

2. Hospitalization Term:

Date Location User Value Reason

Feb-02-2021 10:14:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
HOSPITAL

Initial Entry

3. Admission Date:

Date Location User Value Reason

Feb-02-2021 10:14:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

4. Ongoing?

Date Location User Value Reason

Feb-02-2021 10:14:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Discharge Date:

Jan/23/2021

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: RESPIRATORY TREATMENT - Audit Trail

Form Version: 06-Jul-2020 21:53 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

Date Location User Value Reason

Feb-02-2021 10:17:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. What is the treatment Identifier?

Date Location User Value Reason

Feb-02-2021 10:17:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

2. Concomitant Non-drug Treatment Pre-specified:

Date Location User Value Reason

Feb-02-2021 10:17:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
YES

Initial Entry

3. Treatment:

Date Location User Value Reason

Feb-02-2021 10:17:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
HIGH FLOW OXYGEN THER
APY

Initial Entry

4. Treatment:

Date Location User Value Reason

Feb-02-2021 10:17:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HIGH FLOW OXYGEN THERAP
Y

Initial Entry

5. Start Date:

Date Location User Value Reason

Feb-02-2021 10:17:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

6. Ongoing?

Date Location User Value Reason

Feb-02-2021 10:17:25
(UTC-05:00) Eastern

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
YES

Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Time (US & Canada) (pfe.tstannard)
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Feb-02-2021 10:17:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-19 ILLNES
S

Initial Entry

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

Date Location User Value Reason

Mar-09-2021 14:02:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Elizabeth
Chatburn
(pfe.chatbe)

Query 2: Closed year changed

Mar-09-2021 10:40:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Transcription Error

Mar-09-2021 10:40:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Casey Norton
(pfe.cnorton)

Data Entry:
YES

Respiratory Illness Diagnosis:

Pneumonia

Date of Diagnosis:

Jan/20/2021

Transcription Error

Mar-09-2021 07:39:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Balaji Prabu
R (pfe rb01)

Query 2: Opened Date of diagnosis is
reported as
20Jan2020. Please
check year
information and
update if
appropriate. Else
clarify.

Mar-03-2021 18:48:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query 1: Closed Response satisfies
query

Mar-03-2021 11:25:26
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Time (US & Canada)

Mar-03-2021 11:25:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Respiratory Illness Diagnosis:

Pneumonia

Date of Diagnosis:

Jan/20/2020

New Information

Feb-25-2021 16:29:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query 1: Opened CLINQUERY: Is
diagnosis made in
relation to
symptoms? Enter
the diagnosis of the
event if available
even if not
COVID-19 or
Respiratory related.
Record any
diagnosis (where
available) for the
illness and in
relation to reported
symptoms.

Feb-02-2021 10:17:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason

Feb-02-2021 10:17:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
3

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Audit Trail

Form Version: 15-Sep-2020 21:51 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Lab Panel:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMISTRY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BOSTON MEDICAL CENTER
LABORATORY
CLIA 22D0867404
One Boston Medical Center Plac
e
Boston MA 02118

Initial Entry

3. Collection Date:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

329

Test:: C Reactive Prot
ein_PX329

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Result:: .8

Not Done::

Lab Normal Ra
nge:

Low
.68

High
.86

Unit
g/L

5.a Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
329

Initial Entry

5.a Test:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
C Reactive Protein_PX329

Initial Entry

5.a Result:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
.8

Initial Entry

5.a LNMT

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

.68

High
.86

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Unit
g/L

5.b

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

30

Test:: Alanine Aminotr
ansferase_PX30

Result::

Not Done:: NOT DONE

Lab Normal R
ange:

Initial Entry

5.b Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30

Initial Entry

5.b Test:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Alanine Aminotransferase_PX30

Initial Entry

5.b Not Done:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT DONE

Initial Entry

5.c

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

28

Test:: Aspartate Aminot
ransferase_PX28

Result::

Not Done:: NOT DONE

Lab Normal R
ange:

Initial Entry

5.c Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28

Initial Entry

5.c Test:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aspartate Aminotransferase_PX
28

Initial Entry

5.c Not Done:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT DONE

Initial Entry

5.d

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

35

Test:: Alkaline Phosph
atase_PX35

Result:: 104

Not Done::

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Lab Normal Ra
nge:

Low
25

High
100

Unit
U/L

5.d Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
35

Initial Entry

5.d Test:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Alkaline Phosphatase_PX35

Initial Entry

5.d Result:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
104

Initial Entry

5.d LNMT

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

25

High
100

Unit
U/L

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

5.e

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

21

Test:: Bilirubin_P
X21

Result:: .9

Not Done::

Lab Normal Range: Low
.3

High
1.2

Unit
mg/dL

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

5.e Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
21

Initial Entry

5.e Test:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Bilirubin_PX21

Initial Entry

5.e Result:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
.9

Initial Entry

5.e LNMT

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

.3

High
1.2

Unit
mg/dL

Initial Entry

5.f

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

47

Test:: Blood Urea Nitr
ogen_PX47

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Result:: 22

Not Done::

Lab Normal Ra
nge:

Low
7

High
25

Unit
g/L
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

5.f Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
47

Initial Entry

5.f Test:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Blood Urea Nitrogen_PX47

Initial Entry

5.f Result:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
22

Initial Entry

5.f LNMT

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

7

High
25

Unit
g/L

Initial Entry

5.g

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

48

Test:: Creatinine_P
X48

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Result:: 1.79

Not Done::

Lab Normal Range
:

Low
.7

High
1.3

Unit
mg/dL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

5.g Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
48

Initial Entry

5.g Test:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Creatinine_PX48

Initial Entry

5.g Result:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1.79

Initial Entry

5.g LNMT

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

.7

High
1.3

Unit
mg/dL

Initial Entry

09
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Audit Trail

Form Version: 15-Sep-2020 21:55 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created

09
01

77
e1

96
ae

3f
e8

\F
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\F
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al

 O
n:
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Lab Panel:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HEMATOLOGY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BOSTON MEDICAL CENTER
LABORATORY
CLIA 22D0867404
One Boston Medical Center Plac
e
Boston MA 02118

Initial Entry

3. Collection Date:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

1

Test:: Hemoglobin
_PX1

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Result:: 13.6

Not Done::

Lab Normal Range
:

Low
13.5

High
17.5

Unit
g/dL

5.a Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

5.a Test:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Hemoglobin_PX1

Initial Entry

5.a Result:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
13.6

Initial Entry

5.a LNMT

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

13.5

High
17.5

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Unit
g/dL

5.b

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

2

Test:: Hematocrit_
PX2

Result:: 43.4

Not Done::

Lab Normal Range
:

Low
40

High
51

Unit
%

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

5.b Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

5.b Test:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Hematocrit_PX2

Initial Entry

5.b Result:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
43.4

Initial Entry

5.b LNMT

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

40

High
51

Unit
%

Initial Entry

5.c

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

3

Test:: Erythrocytes
_PX3

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Result::

Not Done:: NOT DONE

Lab Normal Range
:

5.c Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

5.c Test:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Erythrocytes_PX3

Initial Entry

5.c Not Done:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT DONE

Initial Entry

5.d

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

5

Test:: Platelets_P
X5

Result:: 238

Not Done::

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Lab Normal Range: Low
150

High
400

Unit
/uL

5.d Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

5.d Test:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Platelets_PX5

Initial Entry

5.d Result:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
238

Initial Entry

5.d LNMT

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

150

High
400

Unit
/uL

Initial Entry

09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

5.e

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

7

Test:: Leukocytes
_PX7

Result::

Not Done:: NOT DON
E

Lab Normal Range
:

Initial Entry

5.e Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

5.e Test:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Leukocytes_PX7

Initial Entry

5.e Not Done:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT DONE

Initial Entry

5.f

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

608

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Test:: Neutrophils_
PX608

Result:: 16.7

Not Done::

Lab Normal Rang
e:

Low
4

High
11

Unit
/uL

09
01

77
e1

96
ae

3f
e8

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0142195



Page 344 of 435

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

5.f Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
608

Initial Entry

5.f Test:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Neutrophils_PX608

Initial Entry

5.f Result:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
16.7

Initial Entry

5.f LNMT

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

4

High
11

Unit
/uL

Initial Entry

5.g

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

609

Test:: Eosinophils_
PX609

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Result:: 0

Not Done::

Lab Normal Rang
e:

Low
0

High
7

Unit
%
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

5.g Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
609

Initial Entry

5.g Test:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Eosinophils_PX609

Initial Entry

5.g Result:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
0

Initial Entry

5.g LNMT

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

0

High
7

Unit
%

Initial Entry

5.h

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

612

Test:: Monocytes_P
X612

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Result:: 9

Not Done::

Lab Normal Rang
e:

Low
4

High
13

Unit
%
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

5.h Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
612

Initial Entry

5.h Test:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Monocytes_PX612

Initial Entry

5.h Result:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
9

Initial Entry

5.h LNMT

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

4

High
13

Unit
%

Initial Entry

5.i

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

610

Test:: Basophils_P
X610

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Result:: 0

Not Done::

Lab Normal Range
:

Low
0

High
1

Unit
%
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

5.i Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
610

Initial Entry

5.i Test:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Basophils_PX610

Initial Entry

5.i Result:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
0

Initial Entry

5.i LNMT

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

0

High
1

Unit
%

Initial Entry

5.j

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

611

Test:: Lymphocytes_
PX611

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Result:: 10

Not Done::

Lab Normal Ran
ge:

Low
15

High
54

Unit
%
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

5.j Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
611

Initial Entry

5.j Test:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Lymphocytes_PX611

Initial Entry

5.j Result:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
10

Initial Entry

5.j LNMT

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

15

High
54

Unit
%

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 15-Sep-2020 21:52 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

Date Location User Value Reason

Feb-02-2021 10:40:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Date:

Date Location User Value Reason

Feb-05-2021 02:24:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Adarsh
Prabhu
(pfe.prabha11)

Query 1: Closed Response satisfies
query

Feb-04-2021 11:48:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Changed data per
query

Feb-04-2021 02:48:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Balaji Prabu
R (pfe rb01)

Query 1: Opened Check all
assessments
performed on 20,
21, 22 and
23Jan2021. If
multiple values
were recorded on a
single day, at a
minimum the most
abnormal should be
recorded, i.e. the
lowest Diastolic &
Systolic BP and the
highest Heart Rate
& Respiratory Rate

Feb-02-2021 10:40:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-04-2021 11:45:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 17
9

Diastolic:: 72

Respiratory Rate in respir
ations/minute:

22

New Information
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Heart Rate in beats/minut
e:

10
5

Feb-02-2021 10:40:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 17
9

Diastolic:: 72

Respiratory Rate in respir
ations/minute:

22

Heart Rate in beats/minut
e:

10
0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:40:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Feb-03-2021 14:49:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Mina
Francisco
(pfe francm73)

Query 1: Closed Response satisfies
query

Feb-03-2021 11:30:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Not clinically
signficiant.

Feb-02-2021 12:56:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query 1: Reissued:Opened Please verify if this
is clinically
significant or not.

Feb-02-2021 10:41:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Original value is
correct

Feb-02-2021 10:40:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Systolic BP 179 is
outside of Normal
Range 90 - 140.09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Feb-02-2021 10:40:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
179

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Feb-02-2021 10:40:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
72

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Feb-02-2021 10:40:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
22

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Feb-04-2021 11:45:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
105

New Information

Feb-02-2021 10:40:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
100

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Feb-04-2021 11:46:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Deleted New
Information

Feb-02-2021 10:41:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created

09
01

77
e1

96
ae

3f
e8

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0142209



Page 358 of 435

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Feb-04-2021 11:46:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Deleted New
Information

Feb-02-2021 10:43:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

Date Location User Value Reason

Feb-02-2021 10:44:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Feb-04-2021 11:46:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Deleted New
Information

Feb-02-2021 10:44:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Feb-04-2021 11:47:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Deleted New
Information

Feb-02-2021 10:46:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

Date Location User Value Reason

Feb-02-2021 10:46:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created

09
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e1
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3f
e8
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Feb-04-2021 11:47:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Deleted New
Information

Feb-02-2021 10:47:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Feb-04-2021 11:47:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Deleted New
Information

Feb-02-2021 10:49:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

Date Location User Value Reason

Feb-02-2021 10:49:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Feb-04-2021 11:48:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Deleted New
Information

Feb-02-2021 10:50:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:41:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:41:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 11
3

Diastolic:: 58

Respiratory Rate in respir
ations/minute:

22

Heart Rate in beats/minut
e:

10
5

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:41:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Feb-02-2021 10:41:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
113

Initial Entry

2.a Diastolic:

Date Location User Value Reason

09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Feb-03-2021 15:00:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Mina
Francisco
(pfe francm73)

Query 1: Closed Response satisfies
query

Feb-03-2021 11:30:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Not clinically
signficiant.

Feb-02-2021 12:56:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query 1: Reissued:Opened Please verify if this
is clinically
significant or not.

Feb-02-2021 10:42:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Original value is
correct

Feb-02-2021 10:41:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Diastolic BP 58 is
outside of Normal
Range 60 - 90.

Feb-02-2021 10:41:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
58

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Feb-02-2021 10:41:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
22

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Feb-02-2021 10:41:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
105

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:43:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:43:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 17
9

Diastolic:: 72

Respiratory Rate in respir
ations/minute:

22

Heart Rate in beats/minut
e:

10
0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:43:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Feb-03-2021 15:03:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Mina
Francisco
(pfe francm73)

Query 1: Closed Response satisfies
query

Feb-03-2021 11:30:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Not clinically
signficiant.
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Feb-02-2021 12:57:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query 1: Reissued:Opened Please verify if this
is clinically
significant or not.

Feb-02-2021 10:43:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Original value is
correct

Feb-02-2021 10:43:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Systolic BP 179 is
outside of Normal
Range 90 - 140.

Feb-02-2021 10:43:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
179

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Feb-02-2021 10:43:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
72

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Feb-02-2021 10:43:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
22

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Feb-02-2021 10:43:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
100

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:44:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/21/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-04-2021 11:46:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 13
8

Diastolic:: 75

Respiratory Rate in respir
ations/minute:

23

Heart Rate in beats/minut
e:

10
8

New Information

Feb-02-2021 10:44:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 13
8

Diastolic:: 75

Respiratory Rate in respir
ations/minute:

23

Heart Rate in beats/minut
e:

92

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:44:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Systolic:09
01

77
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Date Location User Value Reason

Feb-02-2021 10:44:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
138

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Feb-02-2021 10:44:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
75

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Feb-02-2021 10:44:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
23

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Feb-04-2021 11:46:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
108

New Information

Feb-02-2021 10:44:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
92

Initial Entry

09
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77
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:44:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/21/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:44:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 12
9

Diastolic:: 66

Respiratory Rate in respir
ations/minute:

20

Heart Rate in beats/minut
e:

10
8

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:44:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Feb-02-2021 10:44:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
129

Initial Entry

2.a Diastolic:

Date Location User Value Reason09
01

77
e1

96
ae

3f
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al
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Feb-02-2021 10:44:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
66

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Feb-02-2021 10:44:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
20

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Feb-02-2021 10:44:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
108

Initial Entry

09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:46:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/21/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:46:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 13
7

Diastolic:: 67

Respiratory Rate in respir
ations/minute:

16

Heart Rate in beats/minut
e:

10
3

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:46:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Feb-02-2021 10:46:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
137

Initial Entry

2.a Diastolic:

Date Location User Value Reason09
01

77
e1

96
ae

3f
e8

\F
in

al
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Feb-02-2021 10:46:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
67

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Feb-02-2021 10:46:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
16

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Feb-02-2021 10:46:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
103

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:47:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/22/2021

Transcription Error

Feb-02-2021 10:46:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/21/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-04-2021 11:47:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 15
8

Diastolic:: 78

Respiratory Rate in respir
ations/minute:

22

Heart Rate in beats/minut
e:

10
0

New Information

Feb-04-2021 11:47:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 15
8

Diastolic:: 78

Respiratory Rate in respir
ations/minute:

22

Heart Rate in beats/minut
e:

98

New Information

Feb-02-2021 10:46:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 15
8

Diastolic:: 78

Initial Entry

09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Respiratory Rate in respir
ations/minute:

18

Heart Rate in beats/minut
e:

98

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:46:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Feb-03-2021 15:06:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Mina
Francisco
(pfe francm73)

Query 1: Closed Response satisfies
query

Feb-03-2021 11:30:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Not clinically
signficiant.

Feb-02-2021 12:57:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query 1: Reissued:Opened Please verify if
clinically
significant or not.

Feb-02-2021 10:47:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Original value is
correct

Feb-02-2021 10:46:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Systolic BP 158 is
outside of Normal
Range 90 - 140.

Feb-02-2021 10:46:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
158

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Feb-02-2021 10:46:47 ACV0PFEINFP6000  Taylor Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

(UTC-05:00) Eastern
Time (US & Canada)

Stannard
(pfe.tstannard)

78

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Feb-04-2021 11:47:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
22

New Information

Feb-02-2021 10:46:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
18

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Feb-04-2021 11:47:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
100

New Information

Feb-02-2021 10:46:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
98

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:47:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/22/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:47:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 15
7

Diastolic:: 74

Respiratory Rate in respir
ations/minute:

22

Heart Rate in beats/minut
e:

10
0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:47:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Feb-03-2021 15:06:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Mina
Francisco
(pfe francm73)

Query 1: Closed Response satisfies
query

Feb-03-2021 11:31:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Not clinically
signficiant.
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Feb-02-2021 12:58:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query 1: Reissued:Opened Please verify if this
is clinically
significant or not.

Feb-02-2021 10:48:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Original value is
correct

Feb-02-2021 10:47:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Systolic BP 157 is
outside of Normal
Range 90 - 140.

Feb-02-2021 10:47:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
157

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Feb-02-2021 10:47:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
74

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Feb-02-2021 10:47:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
22

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Feb-02-2021 10:47:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
100

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:49:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/22/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:49:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 15
3

Diastolic:: 74

Respiratory Rate in respir
ations/minute:

18

Heart Rate in beats/minut
e:

96

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:49:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Feb-03-2021 15:06:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Mina
Francisco
(pfe francm73)

Query 1: Closed Response satisfies
query

Feb-03-2021 11:31:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Not clinically
signficiant.
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Feb-02-2021 12:59:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query 1: Reissued:Opened Please verify if this
is clinically
significant or not.

Feb-02-2021 10:49:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Original value is
correct

Feb-02-2021 10:49:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Systolic BP 153 is
outside of Normal
Range 90 - 140.

Feb-02-2021 10:49:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
153

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Feb-02-2021 10:49:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
74

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Feb-02-2021 10:49:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
18

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Feb-02-2021 10:49:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
96

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:49:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/23/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-04-2021 11:48:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 16
1

Diastolic:: 83

Respiratory Rate in respir
ations/minute:

20

Heart Rate in beats/minut
e:

98

New Information

Feb-02-2021 10:49:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 16
1

Diastolic:: 83

Respiratory Rate in respir
ations/minute:

20

Heart Rate in beats/minut
e:

93

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:49:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Systolic:09
01
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Date Location User Value Reason

Feb-03-2021 15:07:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Mina
Francisco
(pfe francm73)

Query 1: Closed Response satisfies
query

Feb-03-2021 11:32:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Not clinically
signficiant.

Feb-02-2021 13:00:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query 1: Reissued:Opened Please verify if this
is clinically
significant or not.

Feb-02-2021 10:49:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Original value is
correct

Feb-02-2021 10:49:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Systolic BP 161 is
outside of Normal
Range 90 - 140.

Feb-02-2021 10:49:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
161

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Feb-02-2021 10:49:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
83

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Feb-02-2021 10:49:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
20

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Feb-04-2021 11:48:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
98

New Information

Feb-02-2021 10:49:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
93

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:50:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/23/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:50:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 14
7

Diastolic:: 77

Respiratory Rate in respir
ations/minute:

18

Heart Rate in beats/minut
e:

98

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:50:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Feb-03-2021 15:07:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Mina
Francisco
(pfe francm73)

Query 1: Closed Response satisfies
query

Feb-03-2021 11:32:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Not clinically
signficiant.
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Feb-02-2021 13:00:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query 1: Reissued:Opened Please verify if this
is clinically
significant or not.

Feb-02-2021 10:50:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Original value is
correct

Feb-02-2021 10:50:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Systolic BP 147 is
outside of Normal
Range 90 - 140.

Feb-02-2021 10:50:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
147

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Feb-02-2021 10:50:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
77

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Feb-02-2021 10:50:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
18

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Feb-02-2021 10:50:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
98

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Version: 15-Sep-2020 21:54 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Feb-04-2021 11:43:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Deleted New
Information

Feb-02-2021 10:54:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Date:

Date Location User Value Reason

Feb-05-2021 01:27:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Closed Response satisfies
query

Feb-04-2021 11:43:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Feb-04-2021 02:49:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Balaji Prabu R
(pfe rb01)

Query 1: Opened Per completion
guidelines, If
multiple values
were recorded on a
single day, at a
minimum the most
abnormal should be
recorded, i.e. the
lowest Oxygen
Saturation for the
day. Please review
all data entered and
remove as per
completion
guidelines.

Feb-02-2021 10:54:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:54:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Oxygen Saturation: 96.0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason
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Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Feb-02-2021 10:54:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Feb-02-2021 10:54:59
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Time (US & Canada)
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on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***
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Time (US & Canada)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021
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Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
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Feb-04-2021 11:44:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Deleted New
Information
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Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:56:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:56:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Oxygen Saturation: 93.0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:56:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Feb-02-2021 10:56:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
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Data Entry:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:56:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:56:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Oxygen Saturation: 92.0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:56:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Feb-02-2021 10:56:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
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Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:57:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/21/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:57:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Oxygen Saturation: 98.0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:57:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Feb-02-2021 10:57:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
98.0

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:57:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/21/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:57:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Oxygen Saturation: 97.0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:57:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Feb-02-2021 10:57:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:58:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/21/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:58:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Oxygen Saturation: 98.0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:58:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Feb-02-2021 10:58:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:58:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/22/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:58:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Oxygen Saturation: 97.0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:58:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Feb-02-2021 10:58:27
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Time (US & Canada)
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1. Date:

Date Location User Value Reason

Feb-02-2021 10:59:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/22/2021

Initial Entry

2.a
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(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Oxygen Saturation: 97.0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:59:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
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(pfe.tstannard)

Data Entry:
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2.a SPO2 Pulse Oximetry %

Date Location User Value Reason
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Subject No: 10151238 Subject Initials: ---

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

Back to Form

Date Location User Value Reason

Feb-02-2021 11:12:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: IMAGING - Audit Trail

Form Version: 06-Jul-2020 21:53 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

Date Location User Value Reason

Feb-02-2021 11:12:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: IMAGING - Audit Trail

Form Version: 06-Jul-2020 21:53 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

Date Location User Value Reason

Feb-02-2021 11:13:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created

09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: IMAGING - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 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-02-2021 11:12:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Feb-02-2021 11:12:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
CHEST

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Feb-02-2021 11:12:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
X-RAY

Initial Entry

4. Assessment:

Date Location User Value Reason

Feb-02-2021 11:12:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NORMAL

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: IMAGING - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 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-02-2021 11:12:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Feb-02-2021 11:12:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
HEAD

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Feb-02-2021 11:12:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
CT SCAN

Initial Entry

4. Assessment:

Date Location User Value Reason

Feb-02-2021 11:12:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NORMAL

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: IMAGING - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 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-02-2021 11:12:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/21/2021

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Feb-02-2021 11:12:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
CHEST

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Feb-02-2021 11:12:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
X-RAY

Initial Entry

4. Assessment:

Date Location User Value Reason

Feb-02-2021 11:12:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NORMAL

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: IMAGING - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 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-02-2021 11:13:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Feb-02-2021 11:13:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
OTHER

If other, specify:

Abdomen

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Feb-02-2021 11:13:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ULTRASOUND

Initial Entry

4. Assessment:

Date Location User Value Reason

Feb-02-2021 11:13:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NORMAL

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Mar/10/2021

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit
Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-10-2021 14:30:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Mar/10/2021

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Mar-10-2021 14:30:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
COVID_A1

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Mar/10/2021

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

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-10-2021 17:08:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-10-2021 17:08:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-10-2021 17:08:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Mar-10-2021 17:08:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Mar-10-2021 17:08:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Mar/10/2021

Initial Entry

5.a

Date Location User Value Reason

Mar-10-2021 17:08:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BR70H6

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Mar/10/2021

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

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

5.a Sample ID

Date Location User Value Reason

Mar-10-2021 17:08:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BR70H6

Initial Entry

5.b

Date Location User Value Reason

Mar-10-2021 17:14:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSH1M5

Initial Entry

5.b Sample ID

Date Location User Value Reason

Mar-10-2021 17:14:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSH1M5

Initial Entry

5.c

Date Location User Value Reason

Mar-10-2021 17:14:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSH1M4

Initial Entry

5.c Sample ID

Date Location User Value Reason

Mar-10-2021 17:14:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSH1M4

Initial Entry

5.d

Date Location User Value Reason

Mar-10-2021 17:14:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSH1M3

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Mar/10/2021

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

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

5.d Sample ID

Date Location User Value Reason

Mar-10-2021 17:14:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSH1M3

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

Date Location User Value Reason

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Back to Form

1. Category:

Date Location User Value Reason

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

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

Date Location User Value Reason

Feb-10-2021 12:02:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Feb-04-2021 10:59:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Per PI "COPD
exacerbation" does
not meet SAE
criteria.

Feb-02-2021 12:50:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 2: Closed Response satisfies
query

Feb-02-2021 11:13:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 2: Answered Changed data per
query

Feb-01-2021 11:04:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 2: Opened Clin: Please
complete the
potential
COVID-19 Illness
Visit CRF form
with all the
information
available09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Jan-30-2021 21:08:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical On review
of the SAE report
for pneumonia, an
event of 'COPD
exacerbation' has
been mentioned,
treated with
steroids, yet it does
not appear in the
CRF. Please review
and report as an
additional event
only if a SAE (as
starting after Visit
3).

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Pneumonia

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-05-2021 20:03:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Mar-03-2021 10:12:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Lisa Tucker
(pfe.ltucker)

Query 1: Answered End date has been
entered on SAE
form and faxed to
Pfizer.

Feb-25-2021 23:33:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Reissued:Opened Clinical Thank you;
please submit the
End date to the
SAE report

Feb-24-2021 11:08:56
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information09
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

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

Time (US & Canada)

Feb-24-2021 11:08:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Jan/27/2021 UNK:UNK

New Information

Feb-10-2021 12:06:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical Please
review for
Pneumonia stop
date; if available,
please update AE
CRF and SAE
report

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date Location User Value Reason

Feb-23-2021 13:26:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 3: Closed Query closed; will
follow for requested
COVID test
information.

Feb-11-2021 11:23:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 3: Answered Confirmed that it
should be replaced
to NEG and
'comprehensive
respiratory panel
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polymerase chain
reaction (PCR) was
negative (Biofire Dx
RP2/PCR Assay),
all on 20Jan2021

Feb-10-2021 12:05:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 3: Opened Clinical Please
confirm the COVID
test (UNK
date/UNK result) in
SAE Laboratory
section should be
replaced by NEG
and 'comprehensive
respiratory panel
polymerase chain
reaction (PCR) was
negative (Biofire Dx
RP2/PCR Assay),
all on 20Jan2021'

Feb-10-2021 12:05:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Closed rewording

Feb-10-2021 12:04:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Reissued:Opened Clinical Please
confirm the COVID
test (UNK
date/UNK result) in
SAE Laboratory
section should be
replaced by
'comprehensive
respiratory panel
polymerase chain
reaction (PCR) was
negative (Biofire Dx
RP2/PCR Assay),
all on 20Jan2021'

Feb-04-2021 11:36:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 2: Answered Added to SAE.
Faxed on 4feb2021

Feb-01-2021 09:07:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query
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Jan-30-2021 20:47:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Opened Clinical COVID test
status (yes/no)
during Hosp was not
reported in the SAE.
Please submit a
follow-up SAE form
[#2021082462] to
document if COVID
testing was
performed (YES/NO
or info not
available) and if yes,
the date and results.

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE Pneumonia:
Response to "Is the
adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
blank.

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Is this serious event associate
d with congenital anomaly or
birth defect?

NO

Did this serious event result i
n death?

NO

Did this serious event require
or prolong hospitalization?

YES

Did this serious event result i
n persistent or significant disa
bility/incapacity?

NO

Is this serious event life threat

Initial Entry
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ening?

NO

Other medically important ser
ious event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT RELATED

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

OTHER

If Other, specify:

Un-related to vaccine

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Mar-04-2021
02:36:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 2: Closed Response satisfies query

Mar-03-2021
11:22:42 (UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 2: Answered Safety updated faxed on
01Mar2021

Feb-26-2021 00:09:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 2: Opened SAE
RECON:AER#2021082462
,outcome was updated to
RECOVERED/RESOLVED
on AE CRF while reported
as Recovering/Resolving in
Safety database. Please
confirm correct outcome. If
safety update is required,
please submit a follow-up
form.

Feb-24-2021 11:09:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Feb-24-2021 11:09:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERED/RESOLVE
D

New Information

Feb-24-2021 11:08:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened For AE Pneumonia:
Response to "What was the
outcome of this adverse
event?" is
'Recovering/Resolving' but
AE End Date/Time is
present.
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Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERING/RESOLV
ING

Initial Entry

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

Date Location User Value Reason

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Feb-01-2021 09:07:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Pamela Benne
prod
(pfe.bennep07)

Data Entry:
2021082462

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

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

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Peripheral edema

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Feb/3/2021 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Mar/5/2021 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason
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Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT RELATED

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

OTHER

If Other, specify:

Exisiting neuropathy

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
NOT APPLICABLE

Initial Entry09
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Time (US & Canada) (pfe.tstannard)

11. Was a Concomitant Medication given?

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

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

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Dec-01-2020
10:06:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Dec-01-2020
10:06:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Nov/24/2020

Transcription Error

Dec-01-2020
10:05:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Response to "Date of
Completion/Discontinuation
/Death" 24/Dec/2020 is a
future date relative to when
it was entered on 01/Dec
/2020. Please correct.

Dec-01-2020
10:05:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/24/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Dec-01-2020 10:05:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Dec-01-2020 10:05:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
COMPLETED

Initial Entry
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Back to Form

1. Subject Status

Date Location User Value Reason

Dec-01-2020 10:05:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Oct-02-2020 15:02:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Oct-02-2020 14:49:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Dec-24-2020 05:32:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vikas Joshi
(pfe.joshiv22)

Query 2: Closed Response satisfies
query

Dec-23-2020 12:58:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 2: Answered Entered in error

Dec-22-2020 06:27:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swapna
Varikuti
(pfe.variks)

Query 2: Reissued:Opened RQ1: Response
states 'PI spoke with
patient, no symptom
to report'. Please
confirm if Illness
ediary entry of
4DEC2020 was
deemed erroneous
and subject had no
symptoms on that
day.

Dec-21-2020 13:20:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 2: Answered PI spoke with
patient, no symptom
to report.

Dec-17-2020 02:36:15
(UTC-05:00) Eastern

ACV0PFEINFP6000  Swapna
Varikuti

Query 1: Closed Response satisfies
query
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Time (US & Canada) (pfe.variks)

Dec-16-2020 11:40:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered subject was
contacted and the
entry was erreneous.

Dec-15-2020 10:50:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sharat Nair
(pfe.nairs51)

Query 2: Opened Illness ediary: As
per Illness ediary
records, subject
reported "Yes" for
the question "Have
you experienced any
of the following?”
for the COVID-19
symptoms or
diagnosis on
04DEC2020. But
corresponding
COVID Illness visit
not reported. Please
clarify.

Dec-11-2020 00:03:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy
Vedamuthu
(pfe.vedamn)

Query 1: Reissued:Opened RQ1: Response
states 'no COVID
symptom to report'.
Please confirm if
Illness ediary entry
of 28NOV2020 was
deemed erroneous.

Dec-10-2020 10:57:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered PI called and spoke
with participant, no
COVID symptom to
report

Dec-07-2020 06:00:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sharat Nair
(pfe.nairs51)

Query 1: Opened Illness ediary: As
per Illness ediary
records, subject
reported "Yes" for
the question "Have
you experienced any
of the following?”
for the COVID-19
symptoms or
diagnosis on
28NOV2020. But
corresponding
COVID Illness visit
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not reported. Please
clarify.

Dec-01-2020 10:06:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Nov/24/2020

Transcription Error

Dec-01-2020 10:05:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Dec/24/2020

Initial Entry

Oct-02-2020 15:02:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/2/2020

Initial Entry

Oct-02-2020 14:49:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/2/2020

Initial Entry
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1. Casebook Signature

Date Location User Value Reason

Nov-11-2020 13:45:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Elizabeth
Barnett
(pfe.ebarnett)

Data Entry:
Click Here to Enable

Initial Entry
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