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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Cohort Selection

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

1. Select appropriate response -
Protocol version

24 JUL 2020

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

STAGE 3 COHORTS
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Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/19/2020
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Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Demography

1. Subject ID [10831124]

2. Birth Date: /2000

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

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

6. Racial Designation:
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Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/19/2020

2. Erroneous Visit
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

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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Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation/Death

Aug/19/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

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

[Allergic Rhinitis-Seasonal]

Start Date: UNK/UNK/2018

Ongoing: YES
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Vital Signs

1. Date: Aug/19/2020

2. Weight: [165.2]

3. Unit: LB

4. Height: [69.0]

5. Unit: in

6. Body Mass Index: [24.4]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [98.0]

Unit: F

Temperature Location: ORAL CAVITY
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Aug/19/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/19/2020

2. Randomization Number: [57487]

3. Randomization Group: [ ]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/19/2020

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 [BP6TPP]

5.b Sample ID [BP6TPR]

5.c Sample ID [BP6TPS]

5.d Sample ID [BG1VR5]

5.e Sample ID [BG1VR6]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/19/2020

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 [BP6TNL]
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Visit: V1_DAY1_VAX1_L Form: VACCINATION

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

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: Aug/19/2020 16:37

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: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS
SUBJECT
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Visit: V2_VAX2_L Form: DATE OF VISIT

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/9/2020

2. Erroneous Visit
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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Vital Signs

1. Date: Sep/9/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [98.8]

Unit: F

Temperature Location: ORAL CAVITY
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Sep/9/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/9/2020

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 [BPZ1PR]
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Visit: V2_VAX2_L Form: VACCINATION

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/9/2020 17:27

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, Locked, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/8/2020

2. Erroneous Visit
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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, Locked, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/8/2020

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 [BP21S7]

5.b Sample ID [BPHMNZ]

5.c Sample ID [BPHMP0]
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: DATE OF VISIT - ILLNESS ONSET

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/14/2021

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/14/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Jan/14/2021

2. Date of First Symptom Started: Jan/11/2021

3. Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Jan/18/2021

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? NO

4.d Symptoms: CHILLS

Was symptom present? NO

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? YES

4.h Symptoms: DIARRHEA

Was symptom present? NO
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

4.i Symptoms: VOMITING

Was symptom present? NO

Symptoms - Other

5.a Symptoms - Other Text: [Headache]
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Visit: POT_COVID_ILL 1 Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

#
Date of C
ollection

Specimen Ty
pe

Specimen Collec
tion Location

Assay Code and Description Device Type
Form Instan

ce

 1. Jan/14/20
21 

SWABBED
MATERIAL 

THROAT  SEVERE ACUTE RESP SYND
ROME CORONAVIRUS 2 

SARS-COV-2 DIA
GNOSTIC TEST 

Repeating
Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: MICROBIOLOGY SPECIMEN

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form
Form Comments
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. Actual Date of Collection: Jan/14/2021 Comments

2. Specimen Type: SWABBED MATERIAL Comments

3. Specimen Collection Location: THROAT Comments

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

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

6. Trade Name: OTHER Comments

7. Test Result: POSITIVE Comments

8. Comments/Findings/Details: [CLIA #05D2141174] Comments

9. Trade Name Other, Specify: [Curative-Korva SARS-Cov-2 Assay] Comments
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on Jan/14/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

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:

[self swab was not done by subject and has not contacted the site to schedule
convalescent visit either. Site making more attempts for contact]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

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:

[Subject missed scheduled office visit and will do a self swab]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0959666



Page 29 of 470

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: HEALTH CARE UTILIZATION

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

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: NO

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: NO

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?

NO
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Visit: POT_COVID_ILL 1 Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

#
Treatment Identi

fier
Con Non-Drug Treatments Pre-s

pecified
Treatment Treatment Start Date Form Instance

 1. Not Applicable  Not Applicable  Not Applica
ble 

Not Applica
ble 

Not Applica
ble 

Repeating
Pages
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on Jan/14/2021

Form: RESPIRATORY TREATMENT

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

1. What is the treatment Identifier? Not Applicable

[ ]

Comments

2. Concomitant Non-drug Treatment
Pre-specified:

Not Applicable Comments

3. Treatment: Not Applicable Comments

4. Treatment: Not Applicable

[ ]

Comments

5. Start Date: Not Applicable

//

Comments

6. Ongoing? Not Applicable Comments
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: ILLNESS DETAILS

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

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:
[COVID-19]

Date of Diagnosis:
Jan/14/2021

3. Toxicity Grade: 1
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Visit: POT_COVID_ILL 1 Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

#
Category of Clinical Even

t:
Subcategory of Clinical Eve

nt
Diagnosis Obtaine

d
Toxicity Grad

e
Form Instance

 1. Not Applicable  Not Applicable  Not Applicable  Not Applicable
 

Repeating Pages
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Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form
Form Comments
eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: Not Applicable Comments

2. Subcategory of Clinical Event: Not Applicable Comments

3. Was a diagnosis obtained? Not Applicable Comments

4. Toxicity Grade: Not Applicable Comments
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Form Version: 30-Jul-2020 21:27

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

#
Category for

Lab Test
Vendor N

ame
Collection

Date:
Specimen

Type
Lab Result

Form Instanc
e

 1. Not Applicable
 

Not Appli
cable 

Not Applic
able 

Not Appli
cable 

Sponsor-Defined
Identifier

Test: Result:

Not Applicable  Not Appli
cable 

Not Appli
cable 

Not Applicable  Not Appli
cable 

Not Appli
cable 

Not Applicable  Not Appli
cable 

Not Appli
cable 

Not Applicable  Not Appli
cable 

Not Appli
cable 

Not Applicable  Not Appli
cable 

Not Appli
cable 

Not Applicable  Not Appli
cable 

Not Appli
cable 

Not Applicable  Not Appli
cable 

Not Appli
cable 

Repeating
Pages
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on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form
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: C Reactive Protein_PX329

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments
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Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

5.b Sponsor ID: Not Applicable

[ ]

Comments

Test: Alanine Aminotransferase_PX30

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments

5.c Sponsor ID: Not Applicable

[ ]

Comments

Test: Aspartate Aminotransferase_PX28

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments
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Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

5.d Sponsor ID: Not Applicable

[ ]

Comments

Test: Alkaline Phosphatase_PX35

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments

5.e Sponsor ID: Not Applicable

[ ]

Comments

Test: Bilirubin_PX21

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments
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Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

5.f Sponsor ID: Not Applicable

[ ]

Comments

Test: Blood Urea Nitrogen_PX47

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments

5.g Sponsor ID: Not Applicable

[ ]

Comments

Test: Creatinine_PX48

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

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

Form Version: 30-Jul-2020 21:28

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

#
Category for

Lab Test
Vendor Name (

DERIVED)
Collectio
n Date:

Specime
n Type

Lab Result
Form Instan

ce

 1. Not Applicabl
e 

Not Applicable  Not Appli
cable 

Not Appli
cable 

Sponsor-Define
d Identifier

Test: Result:

Not Applicable  Not Appl
icable 

Not Appl
icable 

Not Applicable  Not Appl
icable 

Not Appl
icable 

Not Applicable  Not Appl
icable 

Not Appl
icable 

Not Applicable  Not Appl
icable 

Not Appl
icable 

Not Applicable  Not Appl
icable 

Not Appl
icable 

Not Applicable  Not Appl
icable 

Not Appl
icable 

Not Applicable  Not Appl
icable 

Not Appl
icable 

Not Applicable  Not Appl
icable 

Not Appl
icable 

Not Applicable  Not Appl
icable 

Not Appl
icable 

Not Applicable  Not Appl
icable 

Not Appl
icable 

Repeating
Pages
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on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form
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: Hemoglobin_PX1

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments
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Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

5.b Sponsor ID: Not Applicable

[ ]

Comments

Test: Hematocrit_PX2

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments

5.c Sponsor ID: Not Applicable

[ ]

Comments

Test: Erythrocytes_PX3

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments
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Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

5.d Sponsor ID: Not Applicable

[ ]

Comments

Test: Platelets_PX5

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments

5.e Sponsor ID: Not Applicable

[ ]

Comments

Test: Leukocytes_PX7

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments
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5.f Sponsor ID: Not Applicable

[ ]

Comments

Test: Neutrophils_PX608

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments

5.g Sponsor ID: Not Applicable

[ ]

Comments

Test: Eosinophils_PX609

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments
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5.h Sponsor ID: Not Applicable

[ ]

Comments

Test: Monocytes_PX612

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments

5.i Sponsor ID: Not Applicable

[ ]

Comments

Test: Basophils_PX610

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments
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Back to Form
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eCRF Audit Trail History

Vital Signs
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//

Comments

Vital Signs Details
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Respiratory Rate in
respirations/minute:
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Back to Form
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Oxygenation Parameters

1. Date Time of Assessment: Not Applicable
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2. Arterial Blood Gases PaO2
(mmHg):
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3. FiO2 (Fraction of Inhaled Oxygen): Not Applicable
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Back to Form
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Concomitant Medications

1. What is the medication identifier? Not Applicable

[ ]

Comments

2. Category: Not Applicable Comments

3. Concomitant Medications
Pre-specified:

Not Applicable Comments

4. Medication:

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

Not Applicable
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Comments

5. Start Date: Not Applicable

//
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6. Ongoing? Not Applicable Comments
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Back to Form

Microbiology Specimen

1. Actual Date of Collection: //

2. Specimen Type:

3. Specimen Collection Location:

4. Assay Code and Description:

5. Device Type:

6. Trade Name:

7. Test Result:

8. Comments/Findings/Details: [ ]

9. Trade Name Other, Specify: [ ]
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Back to Form

Respiratory Treatment

1. What is the treatment Identifier? [ ]

2. Concomitant Non-drug Treatment
Pre-specified:

3. Treatment:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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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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Back to Form

Lab Chemistry Details

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

Not Done:
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Back to Form

Laboratory Data Hematology

1. Lab Panel:

2. Laboratory Name and Address [ ]
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4. Specimen Type:

Lab Result
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Result: [ ]
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# Date: Vital Signs Details Form Instance
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Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Systolic: [ ]

Diastolic: [ ]

Respiratory Rate in
respirations/minute:
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Heart Rate in beats/minute: [ ]
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Back to Form
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Generated By: Generated Time (GMT): 29-Mar-2021 10:11

# 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 2 - Unscheduled Visit
on Mar/08/2021

Form: OXYGENATION PARAMETERS

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Oxygenation Parameters

1. Date Time of Assessment: //

2. Arterial Blood Gases PaO2
(mmHg):

[ ]

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

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0959711



Page 74 of 470

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

#
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 2 - Unscheduled Visit
on Mar/08/2021

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

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 2 Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

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

 1.         Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Mar/08/2021

Form: IMAGING

Form Version: 06-Jul-2020 21:53 Form Status: Not Started

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Imaging

1. Date of Assessment: //

2. Location of Assessment:

3. Type of Imaging Exam:

4. Assessment:
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Feb/02/2021

Form: DATE OF VISIT - ILLNESS CONVALESCENT

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/2/2021

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 Feb/02/2021

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Feb/2/2021

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BKN2GS]

5.b Sample ID [BM3MC0]

5.c Sample ID [BM3MBM]
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Mar/08/2021

Form: DATE OF VISIT

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/8/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Mar/08/2021

Form: UNPLANNED VISIT

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Unplanned Assessments

1. Assessments CONTACT OUTCOME
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Mar/08/2021

Form: CONTACT OUTCOME - UNPLANNED

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Contact Outcome

1. Contact Type: TELEPHONE VISIT

2. Was contact made? YES

Date of Contact:
Mar/8/2021

Contact Outcome:
VISIT ARRANGED

3. Comments: [After PI Assessment of symptoms all related to IP. No Illness Visit needed]
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Mar/08/2021

Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Vital Signs

1. Date: Mar/8/2021

Vital Signs Details

2.a Record Identifier: 1

Temperature: [98.9]

Unit: F

Temperature Location: ORAL CAVITY
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Visit: Unplanned 1 - Unscheduled Visit on
Mar/08/2021

Form: UNPLANNED ASSESSMENT OF LOCAL REACTION -
SYSTEMIC EVENT

Form Version: 20-Feb-2021 02:13 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Unplanned Assessment Of Local Reaction

1. Date of Assessment: Mar/8/2021

2. Injection Site Location DELTOID MUSCLE

3. Injection Site Body Side: LEFT

Reaction

4.a Reaction: REDNESS

Reaction Present: YES

Maximum Diameter (cm):
[5.5]

Minimum Diameter (cm):
[5.5]

Meets Grade 4 Reaction Criteria:
NO

4.b Reaction: SWELLING

Reaction Present: YES

Maximum Diameter (cm):
[0.0]

Minimum Diameter (cm):
[0.0]

Meets Grade 4 Reaction Criteria:
NO

Symptom

5.a Symptom: PAIN AT INJECTION SITE

Symptom Present: YES

Symptom Grade:
1

Event related to Study Treament?
YES
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Mar/08/2021

Form: UNPLANNED ASSESSMENT OF LOCAL REACTION -
SYSTEMIC EVENT

Form Version: 20-Feb-2021 02:13 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

5.b Symptom: FATIGUE/TIREDNESS

Symptom Present: YES

Symptom Grade:
1

Event related to Study Treament?
NO

5.c Symptom: HEADACHE

Symptom Present: YES

Symptom Grade:
2

Event related to Study Treament?
YES

5.d Symptom: VOMITING

Symptom Present: NO

5.e Symptom: DIARRHEA

Symptom Present: NO

5.f Symptom: NEW OR WORSENED MUSCLE PAIN

Symptom Present: YES

Symptom Grade:
1

Event related to Study Treament?
YES

5.g Symptom: NEW OR WORSENED JOINT PAIN

Symptom Present: NO

5.h Symptom: CHILLS

Symptom Present: NO
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation/Death
:

Oct/8/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Disposition - Follow-Up

1. Date of
Completion/Discontinuation/Death
:

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

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: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

# Category
AE Ident

ifier
Adverse Event Start Date

Is the Adverse Event Stil
l Ongoing

Form Instanc
e

 1. ADVERSE E
VENT 

1  pain secondary to varicose vei
n in left thigh 

Oct/6/2020 1
1:00 

NO
End Date Time:

Oct/20/2020 00:00
 

Repeating
Pages

 2. ADVERSE E
VENT 

2  StressFracture-Right Foot  Jan/14/2021
00:00 

YES  Repeating
Pages

 3. ADVERSE E
VENT 

3  Injection Site Pain-Left  Mar/7/2021
00:00 

NO
End Date Time:

Mar/8/2021 00:00
 

Repeating
Pages

 4. ADVERSE E
VENT 

4  Injection Site Redness-5.5 cen
timeters 

Mar/7/2021
00:00 

YES  Repeating
Pages

 5. ADVERSE E
VENT 

5  Muscle Aches  Mar/7/2021
00:00 

NO
End Date Time:

Mar/8/2021 00:00
 

Repeating
Pages

 6. ADVERSE E
VENT 

6  Enlarged Lymph Node-Left Si
de 

Mar/7/2021
00:00 

YES  Repeating
Pages

 7. ADVERSE E
VENT 

7  Headache  Mar/6/2021
00:00 

NO
End Date Time:

Mar/8/2021 00:00
 

Repeating
Pages

 8. ADVERSE E
VENT 

8  Fatigue  Mar/7/2021
00:00 

NO
End Date Time:

Mar/8/2021 00:00
 

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, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

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)

[pain secondary to varicose vein in left thigh]

4. Start Date Time: Oct/6/2020 11:00

5. Is the adverse event still ongoing? NO

End Date Time:
Oct/20/2020 00:00

6. Toxicity Grade: 1

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:
[Vascular insufficiency]
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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, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

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

[ ]
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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, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

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)

[StressFracture-Right Foot]

4. Start Date Time: Jan/14/2021 00:00

5. Is the adverse event still ongoing? YES

6. Toxicity Grade: 1

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:
[Injury]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE09
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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, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO

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

RECOVERING/RESOLVING

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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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [3]

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

[Injection Site Pain-Left]

4. Start Date Time: Mar/7/2021 00:00

5. Is the adverse event still ongoing? NO

End Date Time:
Mar/8/2021 00:00

6. Toxicity Grade: 1

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:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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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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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [4]

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

[Injection Site Redness-5.5 centimeters]

4. Start Date Time: Mar/7/2021 00:00

5. Is the adverse event still ongoing? YES

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:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO
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13. What was the outcome of this
adverse event?:

RECOVERING/RESOLVING

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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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [5]

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

[Muscle Aches]

4. Start Date Time: Mar/7/2021 00:00

5. Is the adverse event still ongoing? NO

End Date Time:
Mar/8/2021 00:00

6. Toxicity Grade: 1

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:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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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
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [6]

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

[Enlarged Lymph Node-Left Side]

4. Start Date Time: Mar/7/2021 00:00

5. Is the adverse event still ongoing? YES

6. Toxicity Grade: 1

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:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? NO
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13. What was the outcome of this
adverse event?:

RECOVERING/RESOLVING

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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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [7]

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

[Headache]

4. Start Date Time: Mar/6/2021 00:00

5. Is the adverse event still ongoing? NO

End Date Time:
Mar/8/2021 00:00

6. Toxicity Grade: 1

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:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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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
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [8]

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

[Fatigue]

4. Start Date Time: Mar/7/2021 00:00

5. Is the adverse event still ongoing? NO

End Date Time:
Mar/8/2021 00:00

6. Toxicity Grade: 1

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:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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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
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#
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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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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#
Sponsor-Defined I

dentifier
Category for Me

dication
Concomitant Medications

Pre-specified
Name of Medi

cation
Start Date

Form Instanc
e

 1. Not Applicable  Not Applicable  Not Applicable  Not Applicable
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Back to Form
Form Comments
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. What is the medication identifier? Not Applicable

[ ]

Comments

2. Category: Not Applicable Comments

3. Concomitant Medications
Pre-specified:

Not Applicable Comments

4. Medication:

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

Not Applicable

[ ]

Comments

5. Date: Not Applicable

//

Comments
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#
Sponsor-Defi
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r
Category for Medication

Concomitant Medi
cations Pre-specifie

d

Name of
Medicatio

n

Dose De
scriptio

n

Form Instan
ce

 1. DELETED 1  CONCOMITANT IMMUN
OSUPPRESSIVE THERAP
Y 

NO  Ibuprofen  800  Repeating
Pages
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*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. What is the medication identifier? [1]

2. Category: CONCOMITANT IMMUNOSUPPRESSIVE THERAPY

3. Concomitant Medications
Pre-specified:

NO

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).

[Ibuprofen]

5. Dose: [800]

6. Dose Unit: mg

7. Dose Frequency: PRN

8. Route: ORAL

9. Start Date: Oct/6/2020

10. Ongoing? YES
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#
Categor

y
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
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Visit: Unplanned Vaccination - Unscheduled Form: DATE OF VISIT

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VACCINATION

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

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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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 1

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/2/2021

2. Erroneous Visit
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Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Further Vaccination Confirmation

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

Participant is willing to return for Vaccination 3

Participant is:
eligible per local/national recommendations and confirmed to have received
only placebo at Vaccination 1/2
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Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Feb/2/2021

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

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: V101_VAX3 Form: DATE OF VISIT

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/6/2021

2. Erroneous Visit
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Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Mar/6/2021
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Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

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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Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation/Death
:

Mar/6/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Mar/6/2021

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Mar/6/2021

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 [BKN1YS]

5.b Sample ID [BM2L3Y]

5.c Sample ID [BM2L4X]
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Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Mar/6/2021

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 [BKN1YJ]
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Visit: V101_VAX3 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Mar/6/2021 12:14

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

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

YES
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Visit: V102_VAX4 Form: DATE OF VISIT

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6.a Sponsor ID: [ ]

Test:

Result:

Not Done:
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

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: V102_VAX4 Form: VACCINATION

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

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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Visit: V103_MONTH1 Form: DATE OF VISIT

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V103_MONTH1 Form: CONTACT OUTCOME

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: V104_MONTH6 Form: DATE OF VISIT

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V104_MONTH6 Form: CONTACT OUTCOME

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V105_MONTH18 Form: DATE OF VISIT

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V105_MONTH18 Form: CONTACT OUTCOME

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT

Form Version: 20-Feb-2021 02:26 Form Status: Not Started

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Disposition - Treatment

1. Date of
Completion/Discontinuation/Death
:

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Oct/8/2020
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Audit Trail

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

Name Signature
Meaning

Date Type Action

Laurence Chu  Approved Mar-11-2021 17:33:57 (UTC-06:00) Central
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, LaurenceChu, 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: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

Form Aug-19-2020 17:39:03 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

Form Feb-02-2021 15:50:52 (UTC-06:00) Central
Time (US & Canada)

Form Jan-22-2021 18:27:38 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

1 Feb-02-2021 15:50:52 (UTC-06:00) Central
Time (US & Canada)

1 Jan-22-2021 18:27:38 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

2 Feb-02-2021 15:50:52 (UTC-06:00) Central
Time (US & Canada)

2 Jan-22-2021 18:27:38 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

3 Feb-02-2021 15:50:52 (UTC-06:00) Central
Time (US & Canada)

3 Jan-22-2021 18:27:38 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

4 Feb-02-2021 15:50:52 (UTC-06:00) Central
Time (US & Canada)

4 Jan-22-2021 18:27:38 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5 Feb-02-2021 15:50:52 (UTC-06:00) Central
Time (US & Canada)

5 Jan-22-2021 18:27:38 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

6 Feb-02-2021 15:50:52 (UTC-06:00) Central
Time (US & Canada)

6 Jan-22-2021 18:27:38 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

7 Feb-02-2021 15:50:52 (UTC-06:00) Central
Time (US & Canada)

7 Jan-22-2021 18:27:38 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

8 Feb-02-2021 15:50:52 (UTC-06:00) Central
Time (US & Canada)

8 Jan-22-2021 18:27:38 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

9 Feb-02-2021 15:50:52 (UTC-06:00) Central
Time (US & Canada)

9 Jan-22-2021 18:27:38 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: RESPIRATORY TREATMENT - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

Form Jan-22-2021 18:25:14 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: RESPIRATORY TREATMENT - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

1 Jan-22-2021 18:25:14 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959800



Page 163 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: RESPIRATORY TREATMENT - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

2 Jan-22-2021 18:25:14 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: RESPIRATORY TREATMENT - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

3 Jan-22-2021 18:25:14 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: RESPIRATORY TREATMENT - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

4 Jan-22-2021 18:25:14 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: RESPIRATORY TREATMENT - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5 Jan-22-2021 18:25:14 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: RESPIRATORY TREATMENT - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

6 Jan-22-2021 18:25:14 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: ILLNESS DETAILS - SEVERE - Comments

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

Form Jan-22-2021 18:24:47 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: ILLNESS DETAILS - SEVERE - Comments

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

1 Jan-22-2021 18:24:47 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959807



Page 170 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: ILLNESS DETAILS - SEVERE - Comments

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

2 Jan-22-2021 18:24:47 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959808



Page 171 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: ILLNESS DETAILS - SEVERE - Comments

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

3 Jan-22-2021 18:24:47 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959809



Page 172 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: ILLNESS DETAILS - SEVERE - Comments

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

4 Jan-22-2021 18:24:47 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959810



Page 173 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

Form Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959811



Page 174 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

1 Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959812



Page 175 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

2 Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959813



Page 176 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

3 Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959814



Page 177 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

4 Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959815



Page 178 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.a Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959816



Page 179 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.a Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959817



Page 180 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.a Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959818



Page 181 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.a Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959819



Page 182 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.b Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959820



Page 183 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.b Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959821



Page 184 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.b Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959822



Page 185 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.b Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959823



Page 186 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.c Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959824



Page 187 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.c Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959825



Page 188 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.c Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959826



Page 189 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.c Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959827



Page 190 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.d Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959828



Page 191 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.d Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959829



Page 192 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.d Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959830



Page 193 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.d Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959831



Page 194 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.e Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959832



Page 195 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.e Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959833



Page 196 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.e Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959834



Page 197 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.e Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959835



Page 198 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5 f Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959836



Page 199 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5 f Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959837



Page 200 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5 f Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959838



Page 201 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5 f Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959839



Page 202 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.g Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959840



Page 203 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.g Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959841



Page 204 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.g Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959842



Page 205 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.g Jan-22-2021 18:24:10 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959843



Page 206 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

Form Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959844



Page 207 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

1 Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959845



Page 208 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

2 Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959846



Page 209 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

3 Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959847



Page 210 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

4 Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959848



Page 211 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.a Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959849



Page 212 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.a Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959850



Page 213 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.a Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959851



Page 214 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.a Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959852



Page 215 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.b Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959853



Page 216 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.b Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959854



Page 217 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.b Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959855



Page 218 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.b Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959856



Page 219 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.c Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959857



Page 220 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.c Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959858



Page 221 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.c Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959859



Page 222 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.c Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959860



Page 223 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.d Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959861



Page 224 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.d Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959862



Page 225 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.d Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959863



Page 226 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.d Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959864



Page 227 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.e Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959865



Page 228 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.e Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959866



Page 229 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.e Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959867



Page 230 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.e Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959868



Page 231 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5 f Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959869



Page 232 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5 f Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959870



Page 233 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5 f Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959871



Page 234 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5 f Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959872



Page 235 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.g Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959873



Page 236 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.g Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959874



Page 237 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.g Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959875



Page 238 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.g Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959876



Page 239 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5 h Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959877



Page 240 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5 h Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959878



Page 241 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5 h Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959879



Page 242 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5 h Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959880



Page 243 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.i Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959881



Page 244 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.i Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959882



Page 245 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.i Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959883



Page 246 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.i Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959884



Page 247 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.j Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959885



Page 248 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.j Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959886



Page 249 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.j Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959887



Page 250 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5.j Jan-22-2021 18:23:54 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959888



Page 251 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: VITAL SIGNS - COVID - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

Form Jan-22-2021 18:23:40 (UTC-06:00) Central
Time (US & Canada)

Not Done

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959889



Page 252 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: VITAL SIGNS - COVID - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

1 Jan-22-2021 18:23:40 (UTC-06:00) Central
Time (US & Canada)

Not Done

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959890



Page 253 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: VITAL SIGNS - COVID - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

2.a Jan-22-2021 18:23:40 (UTC-06:00) Central
Time (US & Canada)

Not Done

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959891



Page 254 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: VITAL SIGNS - COVID - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

2.a Jan-22-2021 18:23:40 (UTC-06:00) Central
Time (US & Canada)

Not Done

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959892



Page 255 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: VITAL SIGNS - COVID - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

2.a Jan-22-2021 18:23:40 (UTC-06:00) Central
Time (US & Canada)

Not Done

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959893



Page 256 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: VITAL SIGNS - COVID - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

2.a Jan-22-2021 18:23:40 (UTC-06:00) Central
Time (US & Canada)

Not Done

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959894



Page 257 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

Form Jan-22-2021 18:23:03 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959895



Page 258 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

1 Jan-22-2021 18:23:03 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959896



Page 259 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

2.a Jan-22-2021 18:23:03 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959897



Page 260 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: OXYGENATION PARAMETERS - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

Form Jan-22-2021 18:22:47 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959898



Page 261 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: OXYGENATION PARAMETERS - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

1 Jan-22-2021 18:22:47 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959899



Page 262 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: OXYGENATION PARAMETERS - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

2 Jan-22-2021 18:22:47 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959900



Page 263 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: OXYGENATION PARAMETERS - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

3 Jan-22-2021 18:22:47 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959901



Page 264 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

Form Jan-22-2021 18:22:25 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959902



Page 265 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

1 Jan-22-2021 18:22:25 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959903



Page 266 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

2 Jan-22-2021 18:22:25 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959904



Page 267 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

3 Jan-22-2021 18:22:25 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959905



Page 268 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

4 Jan-22-2021 18:22:25 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959906



Page 269 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5 Jan-22-2021 18:22:25 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959907



Page 270 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

6 Jan-22-2021 18:22:25 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959908



Page 271 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: IMAGING - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

Form Jan-22-2021 18:22:13 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959909



Page 272 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: IMAGING - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

1 Jan-22-2021 18:22:13 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: IMAGING - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

2 Jan-22-2021 18:22:13 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: IMAGING - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

3 Jan-22-2021 18:22:13 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: IMAGING - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

4 Jan-22-2021 18:22:13 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Mar/08/2021

Form: DATE OF VISIT - ILLNESS ONSET - Comments

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

Form Mar-09-2021 16:53:23 (UTC-06:00) Central
Time (US & Canada)

Subject was brought in for Vaccine related
symptoms PI captured symptoms as AEs. Per
CRA to record as UNS visit no convalescent
visit required
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Header Text: c4591001

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

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

Form Oct-12-2020 13:56:12 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

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

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

1 Oct-12-2020 13:56:12 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

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

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

2 Oct-12-2020 13:56:12 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

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

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

3 Oct-12-2020 13:56:12 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

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

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

4 Oct-12-2020 13:56:12 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

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

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5 Oct-12-2020 13:56:12 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION - Comments

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

Form Mar-09-2021 16:11:21 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

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

Name Signature
Meaning

Date Type Action

Laurence Chu  Approved Mar-11-2021 17:33:57 (UTC-06:00) Central
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, LaurenceChu, 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.

  N/A Jan-29-2021 08:08:06 (UTC-06:00) Central
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Laurence Chu  Approved Jan-25-2021 10:04:31 (UTC-06:00) Central
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, LaurenceChu, 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.

  N/A Jan-22-2021 18:21:19 (UTC-06:00) Central
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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Laurence Chu  Approved Oct-21-2020 08:30:04 (UTC-06:00) Central
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, LaurenceChu, 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.

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0959923



Page 286 of 470

***Confidential***

Header Text: c4591001

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

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-19-2020 17:38:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
24 JUL 2020

Initial Entry

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

Date Location User Value Reason

Aug-19-2020 17:38:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-19-2020 17:38:24
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
OBTAINED

Date Written Consent Obtaine
d

Aug/19/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Subject ID

Date Location User Value Reason

Aug-19-2020 17:37:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10831124

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Aug-19-2020 17:37:41
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/2000

Enrollment Entry

3. Sex:

Date Location User Value Reason

Aug-19-2020 17:38:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Aug-19-2020 17:38:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT HISPANIC OR LATINO(
A) OR OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Aug-19-2020 17:38:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-19-2020 17:38:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Aug/19/2020

Initial Entry
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Header Text: c4591001

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

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-19-2020 17:40:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Aug/19/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-19-2020 17:40:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-19-2020 17:40:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  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, Locked, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1.a

Date Location User Value Reason

Aug-21-2020 12:47:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Line/MH Nu
mber:

1

Medical Histo
ry Term:

Allergic Rhiniti
s-Seasonal

Start Date: UNK/UNK/20
18

Ongoing: YES

New Information

Aug-19-2020 17:40:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

1

Medical History
Term:

Allergic Rhi
nitis

Start Date: UNK/UNK/
2018

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Aug-19-2020 17:40:44
(UTC-06:00) Central
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

Aug-24-2020 21:27:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Aug-21-2020 12:47:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Aug-21-2020 12:47:26
(UTC-06:00) Central

ACV0PFEINFP6000  Data Entry:
Allergic Rhinitis-Seasonal

New Information09
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Header Text: c4591001

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

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Time (US & Canada)

Aug-21-2020 01:46:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened ClinQuery: Allergic
Rhinitis : Please
can you update to
indicate the
allergen? Thanks

Aug-19-2020 17:40:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Allergic Rhinitis

Initial Entry

1.a Start Date:

Date Location User Value Reason

Aug-19-2020 17:40:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/2018

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Aug-19-2020 17:40:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry
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Back to Form

1. Date:

Date Location User Value Reason

Aug-19-2020 17:42:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Aug/19/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-19-2020 17:42:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
165.2

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-19-2020 17:42:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason

Aug-19-2020 17:42:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
69.0

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-19-2020 17:42:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Aug-19-2020 17:42:45
(UTC-06:00) Central

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
24.4

Initial Entry09
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Time (US & Canada)

7.a

Date Location User Value Reason

Aug-19-2020 17:42:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier
::

1

Temperature: 98.0

Temperature Uni
t:

F

Temperature Loc
ation::

ORAL CA
VITY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Aug-19-2020 17:42:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-19-2020 17:42:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
98.0

Initial Entry

7.a Unit:

Date Location User Value Reason

Aug-19-2020 17:42:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
F

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Aug-19-2020 17:42:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
ORAL CAVITY

Initial Entry
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Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-19-2020 17:42:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-19-2020 17:42:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-19-2020 17:42:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Aug/19/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Aug-19-2020 17:42:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Aug-19-2020 17:42:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry
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Aug-19-2020 17:42:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

113

Test:: Choriogonadotro
pin Beta_PX113

Result:: NEGATIVE

Not Done::

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Aug-19-2020 17:42:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Aug-19-2020 17:42:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Choriogonadotropin Beta_PX11
3

Initial Entry

6.a Result:

Date Location User Value Reason

Aug-19-2020 17:42:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEGATIVE

Initial Entry
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Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-19-2020 17:43:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Aug/19/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-19-2020 17:43:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
57487

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Aug-19-2020 20:28:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-19-2020 20:28:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-19-2020 20:28:55
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-19-2020 20:28:44
(UTC-06:00) Central
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.

Aug-19-2020 20:28:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Collection:

Aug/19/2020

Initial Entry

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

Date Location User Value Reason

Aug-25-2020 21:20:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query
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Aug-24-2020 12:03:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered Changed data per
query

Aug-23-2020 18:45:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened ClinQuery: There
are <5 serum
samples listed,
which is less than
expected, and Q4 is
blank. If blood was
not drawn per
protocol, please
update Q4. Else
clarify. Thanks

5.a

Date Location User Value Reason

Aug-19-2020 20:28:55
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BP6TPP

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-19-2020 20:28:55
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BP6TPP

Initial Entry

5.b

Date Location User Value Reason

Aug-19-2020 20:29:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BP6TPR

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-19-2020 20:29:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BP6TPR

Initial Entry
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5.c

Date Location User Value Reason

Aug-19-2020 20:29:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BP6TPS

Initial Entry

5.c Sample ID

Date Location User Value Reason

Aug-19-2020 20:29:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BP6TPS

Initial Entry

5.d

Date Location User Value Reason

Aug-24-2020 12:02:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BG1VR5

Initial Entry

5.d Sample ID

Date Location User Value Reason

Aug-24-2020 12:02:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BG1VR5

Initial Entry

5.e

Date Location User Value Reason

Aug-24-2020 12:02:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BG1VR6

Initial Entry

5.e Sample ID

Date Location User Value Reason

Aug-24-2020 12:02:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BG1VR6

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Aug-19-2020 20:27:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-19-2020 20:27:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-19-2020 20:28:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-19-2020 20:27:58
(UTC-06:00) Central
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.

Aug-19-2020 20:27:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Collection:

Aug/19/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-19-2020 20:28:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BP6TNL

Initial Entry
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5.a Sample ID

Date Location User Value Reason

Aug-19-2020 20:28:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BP6TNL

Initial Entry
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-19-2020 17:44:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-19-2020 17:44:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-19-2020 17:44:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Aug-19-2020 17:44:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Aug/19/2020 16:37

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-19-2020 17:44:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-19-2020 17:44:10
(UTC-06:00) Central

ACV0PFEINFP6000  Data Entry:
LEFT

Initial Entry09
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Time (US & Canada)

7. Route:

Date Location User Value Reason

Aug-19-2020 17:44:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-19-2020 17:44:10
(UTC-06:00) Central
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

Aug-19-2020 17:44:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry
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Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-19-2020 17:44:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO - REACTOGENICITY E-D
IARY NOT COLLECTED FOR
THIS SUBJECT

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-09-2020 19:25:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/9/2020

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date:

Date Location User Value Reason

Sep-09-2020 19:26:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/9/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-09-2020 19:26:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Temperature: 98.8

Temperature Unit: F

Temperature Loca
tion::

ORAL CAVI
TY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-09-2020 19:26:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Sep-09-2020 19:26:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
98.8

Initial Entry

2.a Unit:

Date Location User Value Reason

Sep-09-2020 19:26:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
F

Initial Entry

2.a Temperature Location:
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Date Location User Value Reason

Sep-09-2020 19:26:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-09-2020 19:27:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Sep-09-2020 19:27:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-09-2020 19:27:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/9/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Sep-09-2020 19:27:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Sep-09-2020 19:27:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Sep-09-2020 19:27:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

113

Test:: Choriogonadotro
pin Beta_PX113

Result:: NEGATIVE

Not Done::

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Sep-09-2020 19:27:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Sep-09-2020 19:27:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Choriogonadotropin Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Sep-09-2020 19:27:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-09-2020 19:28:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-09-2020 19:28:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-09-2020 19:29:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-09-2020 19:28:26
(UTC-06:00) Central
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.

Sep-09-2020 19:28:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Collection:

Sep/9/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-09-2020 19:29:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BPZ1PR

Initial Entry
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Header Text: c4591001

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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

5.a Sample ID

Date Location User Value Reason

Sep-09-2020 19:29:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BPZ1PR

Initial Entry

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959950



Page 313 of 470

***Confidential***

 

Header Text: c4591001

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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-09-2020 19:30:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-09-2020 19:30:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-09-2020 19:30:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-09-2020 19:30:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/9/2020 17:27

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-09-2020 19:30:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-09-2020 19:30:18
(UTC-06:00) Central

ACV0PFEINFP6000  Data Entry:
LEFT

Initial Entry09
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Header Text: c4591001

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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Time (US & Canada)

7. Route:

Date Location User Value Reason

Sep-09-2020 19:30:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-09-2020 19:30:18
(UTC-06:00) Central
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

Sep-09-2020 19:30:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  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, Locked, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-08-2020 15:08:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Oct/8/2020

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, Locked, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-08-2020 15:09:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-08-2020 15:09:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-08-2020 16:48:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-08-2020 15:09:02
(UTC-06:00) Central
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-08-2020 15:09:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Collection:

Oct/8/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-08-2020 16:48:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BP21S7

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, Locked, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

5.a Sample ID

Date Location User Value Reason

Oct-08-2020 16:48:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BP21S7

Initial Entry

5.b

Date Location User Value Reason

Oct-08-2020 16:49:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BPHMNZ

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-08-2020 16:49:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BPHMNZ

Initial Entry

5.c

Date Location User Value Reason

Oct-08-2020 16:49:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BPHMP0

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-08-2020 16:49:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BPHMP0

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-29-2021 15:51:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Jan-29-2021 08:08:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered Measurement
skipped on this visit

Jan-25-2021 05:15:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened 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.

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query

Jan-22-2021 18:21:17
(UTC-06:00) Central
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.

Jan-22-2021 18:21:17
(UTC-06:00) Central
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.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Jan-22-2021 18:21:17
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Jan/14/2021

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Jan-22-2021 18:21:17
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_A

Initial Entry

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959957



Page 320 of 470

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Jan/14/2021

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Jan/11/2021

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Feb-02-2021 16:12:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Date of Last Symptom Resolv
ed:

Jan/18/2021

New Information

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

4.a

Date Location User Value Reason

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: FEVER

Symptom Present: NO

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Jan-22-2021 18:21:50 ACV0PFEINFP6000  Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

(UTC-06:00) Central
Time (US & Canada)

FEVER

4.a Was symptom present?

Date Location User Value Reason

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.b

Date Location User Value Reason

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms
:

NEW OR INCRE
ASED COUGH

Symptom
Present:

NO

Initial Entry

4.b Symptoms:

Date Location User Value Reason

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW OR INCREASED COUG
H

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.c

Date Location User Value Reason

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sympto
ms:

NEW OR INCREAS
ED SHORTNESS OF
BREATH

Initial Entry
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(b) (4)

FDA-CBER-2021-5683-0959959



Page 322 of 470
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Sympto
m Prese
nt:

NO

4.c Symptoms:

Date Location User Value Reason

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW OR INCREASED SHOR
TNESS OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.d

Date Location User Value Reason

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: CHILLS

Symptom Present: NO

Initial Entry

4.d Symptoms:

Date Location User Value Reason

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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(b) (4), (b) (6)

(b) (4)

FDA-CBER-2021-5683-0959960



Page 323 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Date Location User Value Reason

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom
s:

NEW OR INCREA
SED MUSCLE PAI
N

Symptom
Present:

NO

Initial Entry

4.e Symptoms:

Date Location User Value Reason

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW OR INCREASED MUSC
LE PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom
s:

NEW LOSS OF TA
STE OR SMELL

Symptom
Present:

NO

Initial Entry
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(b) (4), (b) (6)

(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

4.f Symptoms:

Date Location User Value Reason

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW LOSS OF TASTE OR SM
ELL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.g

Date Location User Value Reason

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom
s:

NEW OR INCREA
SED SORE THROA
T

Symptom
Present:

YES

Initial Entry

4.g Symptoms:

Date Location User Value Reason

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW OR INCREASED SORE
THROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry
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(b) (4), (b) (6)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: DIARRHE

A

Symptom Present
:

NO

Initial Entry

4.h Symptoms:

Date Location User Value Reason

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.i

Date Location User Value Reason

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: VOMITIN

G

Symptom Present
:

NO

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

4.i Symptoms:

Date Location User Value Reason

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Jan-22-2021 18:21:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

5.a

Date Location User Value Reason

Jan-22-2021 18:22:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms - Other: Headache

Initial Entry

5.a Symptoms - Other Text:

Date Location User Value Reason

Jan-22-2021 18:22:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Headache

Initial Entry
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(b) (4)

FDA-CBER-2021-5683-0959964



Page 327 of 470

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: MICROBIOLOGY SPECIMEN - Audit Trail

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Date Location User Value Reason

Feb-02-2021 15:55:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Feb-02-2021 15:56:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Feb-02-2021 15:56:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Jan/14/2021

Transcription Error

Feb-02-2021 15:55:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Date entered is in
the future compared
to today's date.
Please correct.

Feb-02-2021 15:55:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Feb/14/2021

Initial Entry

Feb-02-2021 15:50:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Jan-22-2021 18:27:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Feb-02-2021 15:55:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
SWABBED MATERIAL

Initial Entry

Feb-02-2021 15:50:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Jan-22-2021 18:27:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Specimen Collection Location:
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(b) (4), (b) (6)

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

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

(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Date Location User Value Reason

Feb-02-2021 15:55:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
THROAT

Initial Entry

Feb-02-2021 15:50:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Jan-22-2021 18:27:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason

Feb-02-2021 15:55:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SEVERE ACUTE RESP SYND
ROME CORONAVIRUS 2

Initial Entry

Feb-02-2021 15:50:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Jan-22-2021 18:27:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5. Device Type:

Date Location User Value Reason

Feb-02-2021 15:55:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SARS-COV-2 DIAGNOSTIC T
EST

Initial Entry

Feb-02-2021 15:50:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Jan-22-2021 18:27:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6. Trade Name:09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Date Location User Value Reason

Feb-02-2021 15:55:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
OTHER

Initial Entry

Feb-02-2021 15:50:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Jan-22-2021 18:27:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

7. Test Result:

Date Location User Value Reason

Feb-02-2021 15:55:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
POSITIVE

Initial Entry

Feb-02-2021 15:50:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Jan-22-2021 18:27:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

8. Comments/Findings/Details:

Date Location User Value Reason

Feb-02-2021 15:55:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
CLIA #05D2141174

Initial Entry

Feb-02-2021 15:50:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Jan-22-2021 18:27:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

9. Trade Name Other, Specify:09
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(b) (4), (b) (6)

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Date Location User Value Reason

Feb-03-2021 12:35:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Feb-03-2021 11:18:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Feb-03-2021 11:18:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Curative-Korva SARS-Cov-2
Assay

New Information

Feb-03-2021 03:03:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: As per FDA
List of Trade names
and CRF CR, data
should be updated as
Curative-Korva
SARS-Cov-2 Assay,
Kindly confirm and
update data as
requested, else
clarify, Thank you.

Feb-02-2021 15:55:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Curative SARS-CoV-2 Assay (
RNA Detection RT-qPCR)

Initial Entry

Feb-02-2021 15:50:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Jan-22-2021 18:27:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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(b) (4), (b) (6)

(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-29-2021 08:08:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-29-2021 08:08:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-29-2021 08:08:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  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

Jan-29-2021 08:08:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
self swab was not done by subje
ct and has not contacted the site
to schedule convalescent visit eit
her. Site making more attempts f
or contact

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-22-2021 18:27:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-22-2021 18:27:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-22-2021 18:27:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  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

Jan-22-2021 18:27:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Subject missed scheduled office
visit and will do a self swab

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1.a

Date Location User Value Reason

Jan-22-2021 18:25:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  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

Jan-22-2021 18:25:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Jan-22-2021 18:25:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

1.b

Date Location User Value Reason

Jan-22-2021 18:25:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitio
ner:

EMERGEN
CY ROOM

Occurrence of Vi
sits or Contacts:

NO

Initial Entry
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(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Jan-22-2021 18:25:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
EMERGENCY ROOM

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Jan-22-2021 18:25:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

1.c

Date Location User Value Reason

Jan-22-2021 18:25:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  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

Jan-22-2021 18:25:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
PRIMARY CARE PHYSICIAN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Jan-22-2021 18:25:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

1.d

Date Location User Value Reason

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

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

(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Jan-22-2021 18:25:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  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

Jan-22-2021 18:25:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Jan-22-2021 18:25:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

1.e

Date Location User Value Reason

Jan-22-2021 18:25:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practit
ioner:

TELEPHONE
CONSULTATI
ON

Occurrence of
Visits or Conta
cts:

NO

Initial Entry
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(b) (4), (b) (6)

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

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

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

(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Jan-22-2021 18:25:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
TELEPHONE CONSULTATIO
N

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Jan-22-2021 18:25:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

1.f

Date Location User Value Reason

Jan-22-2021 18:25:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  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

Jan-22-2021 18:25:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Jan-22-2021 18:25:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  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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(b) (4), (b) (6)

(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Jan-22-2021 18:25:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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(b) (4), (b) (6)

(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. What is the treatment Identifier?

Date Location User Value Reason

Jan-22-2021 18:25:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Concomitant Non-drug Treatment Pre-specified:

Date Location User Value Reason

Jan-22-2021 18:25:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Treatment:

Date Location User Value Reason

Jan-22-2021 18:25:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4. Treatment:

Date Location User Value Reason

Jan-22-2021 18:25:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5. Start Date:

Date Location User Value Reason

Jan-22-2021 18:25:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6. Ongoing?
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(b) (4), (b) (6)

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

(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Jan-22-2021 18:25:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: ILLNESS DETAILS - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Jan-22-2021 18:24:59
(UTC-06:00) Central
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

Feb-03-2021 12:51:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Feb-03-2021 11:19:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Feb-03-2021 11:19:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Respiratory Illness Diagnosis:

COVID-19

Date of Diagnosis:

Jan/14/2021

New Information

Feb-03-2021 06:58:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened Clinical Query: As
subject has
confirmed
COVID-19
(symptoms and
positive test),
please enter
COVID-19 as
diagnosis.

Jan-22-2021 18:24:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: ILLNESS DETAILS - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

3. Toxicity Grade:

Date Location User Value Reason

Jan-22-2021 18:24:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Jan-22-2021 18:24:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Subcategory of Clinical Event:

Date Location User Value Reason

Jan-22-2021 18:24:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Was a diagnosis obtained?

Date Location User Value Reason

Jan-22-2021 18:24:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4. Toxicity Grade:

Date Location User Value Reason

Jan-22-2021 18:24:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.a

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable

5.a Sponsor ID:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.a Test:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.a Result:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.a Not Done:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.a LNMT

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.b
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

5.b Sponsor ID:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.b Test:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.b Result:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.b Not Done:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.b LNMT

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.c

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

5.c Sponsor ID:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.c Test:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.c Result:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.c Not Done:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.c LNMT

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.d

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

5.d Sponsor ID:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.d Test:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.d Result:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.d Not Done:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.d LNMT

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.e

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Initial Entry
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(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0959990



Page 353 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

5.e Sponsor ID:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.e Test:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.e Result:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.e Not Done:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.e LNMT

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.f

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

5.f Sponsor ID:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.f Test:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.f Result:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.f Not Done:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.f LNMT

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.g

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Initial Entry

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

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

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

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

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

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

(b) (4)

FDA-CBER-2021-5683-0959993



Page 356 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

5.g Sponsor ID:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.g Test:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.g Result:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.g Not Done:

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.g LNMT

Date Location User Value Reason

Jan-22-2021 18:24:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.a

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable

5.a Sponsor ID:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.a Test:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.a Result:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.a Not Done:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.a LNMT

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.b
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable

Initial Entry

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0959998



Page 361 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

5.b Sponsor ID:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.b Test:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.b Result:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.b Not Done:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.b LNMT

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.c

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Initial Entry
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(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

5.c Sponsor ID:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.c Test:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.c Result:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.c Not Done:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.c LNMT

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.d

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Initial Entry
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(b) (4), (b) (6)

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

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

(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0960002



Page 365 of 470
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

5.d Sponsor ID:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.d Test:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.d Result:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.d Not Done:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.d LNMT

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.e

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Initial Entry
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(b) (4), (b) (6)

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

(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

5.e Sponsor ID:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.e Test:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.e Result:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.e Not Done:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.e LNMT

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.f

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Initial Entry

09
01

77
e1

96
ae

3f
92

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:1
9 

(G
M

T
)

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

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

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

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

(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

5.f Sponsor ID:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.f Test:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.f Result:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.f Not Done:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.f LNMT

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.g

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

5.g Sponsor ID:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.g Test:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.g Result:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.g Not Done:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.g LNMT

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.h

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

5.h Sponsor ID:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.h Test:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.h Result:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.h Not Done:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.h LNMT

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.i

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable
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Page 375 of 470

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

5.i Sponsor ID:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.i Test:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.i Result:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.i Not Done:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.i LNMT

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.j

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I Not Appli

Initial Entry09
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(b) (4), (b) (6)

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

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

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

(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Time (US & Canada) dentifier: cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

5.j Sponsor ID:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.j Test:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.j Result:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.j Not Done:

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.j LNMT

Date Location User Value Reason

Jan-22-2021 18:23:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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(b) (4), (b) (6)

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

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

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

(b) (4)
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date:

Date Location User Value Reason

Jan-22-2021 18:23:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2.a

Date Location User Value Reason

Jan-22-2021 18:23:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: Not D

one

Systolic:: Not D
one

Diastolic:: Not D
one

Respiratory Rate in res
pirations/minute:

Not D
one

Heart Rate in beats/mi
nute:

Not D
one

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Jan-22-2021 18:23:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2.a Systolic:

Date Location User Value Reason

Jan-22-2021 18:23:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2.a Diastolic:

Date Location User Value Reason
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(b) (4), (b) (6)
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(b) (4), (b) (6)

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

(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Jan-22-2021 18:23:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Jan-22-2021 18:23:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Jan-22-2021 18:23:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date:

Date Location User Value Reason

Jan-22-2021 18:23:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2.a

Date Location User Value Reason

Jan-22-2021 18:23:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifie
r::

Not Applica
ble

Oxygen Saturati
on:

Not Applica
ble

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Jan-22-2021 18:23:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Jan-22-2021 18:23:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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(b) (4), (b) (6)

(b) (4)
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date Time of Assessment:

Date Location User Value Reason

Jan-22-2021 18:22:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Arterial Blood Gases PaO2 (mmHg):

Date Location User Value Reason

Jan-22-2021 18:22:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. FiO2 (Fraction of Inhaled Oxygen):

Date Location User Value Reason

Jan-22-2021 18:22:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Jan-22-2021 18:22:25
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Category:

Date Location User Value Reason

Jan-22-2021 18:22:25
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Jan-22-2021 18:22:25
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

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).

Date Location User Value Reason

Jan-22-2021 18:22:25
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5. Start Date:

Date Location User Value Reason

Jan-22-2021 18:22:25
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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(b) (4), (b) (6)
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(b) (4), (b) (6)

(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

6. Ongoing?

Date Location User Value Reason

Jan-22-2021 18:22:25
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/14/2021

Form: IMAGING - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Jan-22-2021 18:22:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Jan-22-2021 18:22:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Jan-22-2021 18:22:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4. Assessment:

Date Location User Value Reason

Jan-22-2021 18:22:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Mar/08/2021

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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-10-2021 01:19:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Deleted Rest of the forms
not initiated

Mar-10-2021 01:18:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Deleted Rest of the forms
not initiated

Mar-10-2021 01:18:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 3: Deleted Rest of the forms
not initiated

Mar-09-2021 16:52:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: 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-09-2021 16:15:23
(UTC-06:00) Central
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.

Mar-09-2021 16:15:23
(UTC-06:00) Central
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
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Mar/08/2021

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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Swab are missing.
Please review and
update as
appropriate.

Mar-09-2021 16:15:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Mar/8/2021

Initial Entry

2. Erroneous Visit

Date Location User Value Reason

Mar-09-2021 16:52:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
ERRONEOUS VISIT

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Mar-09-2021 16:15:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_B

Initial Entry
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(b) (4), (b) (6)

(b) (4)

FDA-CBER-2021-5683-0960024



Page 387 of 470

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Feb/02/2021

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit
Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-02-2021 16:07:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Feb/2/2021

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Feb-02-2021 16:07:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
COVID_A1

Initial Entry
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(b) (4)
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Feb/02/2021

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

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-02-2021 16:07:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-02-2021 16:07:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-03-2021 11:16:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Feb-03-2021 02:20:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-02-2021 16:07:48
(UTC-06:00) Central
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.

Feb-02-2021 16:07:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Collection:

Feb/2/2021

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Feb/02/2021

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

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

5.a

Date Location User Value Reason

Feb-03-2021 11:16:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BKN2GS

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-03-2021 11:16:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BKN2GS

Initial Entry

5.b

Date Location User Value Reason

Feb-03-2021 11:17:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BM3MC0

Initial Entry

5.b Sample ID

Date Location User Value Reason

Feb-03-2021 11:17:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BM3MC0

Initial Entry

5.c

Date Location User Value Reason

Feb-03-2021 11:17:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BM3MBM

Initial Entry

5.c Sample ID

Date Location User Value Reason

Feb-03-2021 11:17:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BM3MBM

Initial Entry
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(b) (4), (b) (6)
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(b) (4), (b) (6)

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

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

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

(b) (4)
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Mar/08/2021

Form: DATE OF VISIT - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-09-2021 16:55:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Mar/8/2021

Initial Entry
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(b) (4), (b) (6)

(b) (4)
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Mar/08/2021

Form: UNPLANNED VISIT - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Assessments

Date Location User Value Reason

Mar-09-2021 16:56:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Mar-09-2021 16:55:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Contact Outcome
is ticked however
'CONTACT
OUTCOME' form
is not entered.
Please review and
update as
appropriate.

Mar-09-2021 16:55:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
CONTACT OUTCOME

Initial Entry
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(b) (4)
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Mar/08/2021

Form: CONTACT OUTCOME - UNPLANNED - eCRF Audit Trail
History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Contact Type:

Date Location User Value Reason

Mar-09-2021 16:56:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
TELEPHONE VISIT

Initial Entry

2. Was contact made?

Date Location User Value Reason

Mar-09-2021 17:00:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Mar-09-2021 16:56:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Contact Outcome' is
selected as 'VISIT
ARRANGED' but
no 'VITAL SIGNS'
and/or
'UNPLANNED
ASSESSMENT OF
LOCAL
REACTION'
form(s) is/are
entered. Please
review and update
as appropriate.

Mar-09-2021 16:56:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Contact:

Mar/8/2021

Contact Outcome:

VISIT ARRANGED

Initial Entry

3. Comments:

Date Location User Value Reason09
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(b) (4), (b) (6)

(b) (4)
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Mar/08/2021

Form: CONTACT OUTCOME - UNPLANNED - eCRF Audit Trail
History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Mar-09-2021 16:56:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
After PI Assessment of sympto
ms all related to IP. No Illness V
isit needed

Initial Entry
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(b) (4), (b) (6)

(b) (4)
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Mar/08/2021

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:16 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date:

Date Location User Value Reason

Mar-09-2021 16:57:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Mar/8/2021

Initial Entry

2.a

Date Location User Value Reason

Mar-09-2021 16:57:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier
::

1

Temperature: 98.9

Temperature Uni
t:

F

Temperature Loc
ation::

ORAL CAV
ITY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Mar-09-2021 16:57:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Mar-09-2021 16:57:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
98.9

Initial Entry

2.a Unit:

Date Location User Value Reason

Mar-09-2021 16:57:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
F

Initial Entry
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(b) (4), (b) (6)

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

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

(b) (4)
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Mar/08/2021

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:16 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

2.a Temperature Location:

Date Location User Value Reason

Mar-09-2021 16:57:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
ORAL CAVITY

Initial Entry

09
01
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(b) (4), (b) (6)

(b) (4)
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Mar/08/2021

Form: UNPLANNED ASSESSMENT OF LOCAL REACTION -
SYSTEMIC EVENT - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:13 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Mar-09-2021 17:00:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Mar/8/2021

Initial Entry

2. Injection Site Location

Date Location User Value Reason

Mar-09-2021 17:00:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

3. Injection Site Body Side:

Date Location User Value Reason

Mar-09-2021 17:00:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
LEFT

Initial Entry

4.a

Date Location User Value Reason

Mar-09-2021 17:00:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Reaction:
:

REDNESS

New Information
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(b) (4), (b) (6)

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

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

(b) (4)
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Mar/08/2021

Form: UNPLANNED ASSESSMENT OF LOCAL REACTION -
SYSTEMIC EVENT - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:13 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Reaction
Present::

YES
Maximum Diamet
er (cm):

5.5

Minimum Diamet
er (cm):

5.5

Meets Grade 4 Re
action Criteria:

NO

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Reaction:
:

REDNESS

Reaction
Present::

YES
Maximum Diamet
er (cm):

5.5

Meets Grade 4 Re
action Criteria:

NO

Initial Entry

4.a Reaction:

Date Location User Value Reason

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
REDNESS

Initial Entry

4.a Reaction Present:

Date Location User Value Reason

Mar-09-2021 17:00:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query
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(b) (4)
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Mar/08/2021

Form: UNPLANNED ASSESSMENT OF LOCAL REACTION -
SYSTEMIC EVENT - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:13 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Mar-09-2021 17:00:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Maximum Diameter (cm):

5.5

Minimum Diameter (cm):

5.5

Meets Grade 4 Reaction Criter
ia:

NO

New Information

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Reaction Present is
"YES", yet
Minimum Diameter
is missing.

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Maximum Diameter (cm):

5.5

Meets Grade 4 Reaction Criter
ia:

NO

Initial Entry

4.b

Date Location User Value Reason

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Reaction:: SWELLING

Initial Entry
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(b) (4), (b) (6)

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

Visit: Unplanned 1 - Unscheduled Visit on
Mar/08/2021

Form: UNPLANNED ASSESSMENT OF LOCAL REACTION -
SYSTEMIC EVENT - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:13 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Reaction
Present::

YES
Maximum Diamet
er (cm):

0.0

Minimum Diamete
r (cm):

0.0

Meets Grade 4 Re
action Criteria:

NO

4.b Reaction:

Date Location User Value Reason

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
SWELLING

Initial Entry

4.b Reaction Present:

Date Location User Value Reason

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Maximum Diameter (cm):

0.0

Minimum Diameter (cm):

0.0

Meets Grade 4 Reaction Criter
ia:

NO

Initial Entry

5.a

Date Location User Value Reason
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(b) (4), (b) (6)
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Mar/08/2021

Form: UNPLANNED ASSESSMENT OF LOCAL REACTION -
SYSTEMIC EVENT - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:13 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom:
:

PAIN AT INJECTI
ON SITE

Symptom
Present::

YES
Symptom Grade:

1

Event related to St
udy Treament?

YES

Initial Entry

5.a Symptom:

Date Location User Value Reason

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
PAIN AT INJECTION SITE

Initial Entry

5.a Symptom Present:

Date Location User Value Reason

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Symptom Grade:

1

Event related to Study Treame
nt?

YES

Initial Entry

5.b

Date Location User Value Reason

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom:
:

FATIGUE/TIREDN
ESS

Initial Entry
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Mar/08/2021

Form: UNPLANNED ASSESSMENT OF LOCAL REACTION -
SYSTEMIC EVENT - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:13 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Symptom
Present::

YES
Symptom Grade:

1

Event related to St
udy Treament?

NO

5.b Symptom:

Date Location User Value Reason

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
FATIGUE/TIREDNESS

Initial Entry

5.b Symptom Present:

Date Location User Value Reason

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Symptom Grade:

1

Event related to Study Treame
nt?

NO

Initial Entry

5.c

Date Location User Value Reason

Mar-09-2021 17:01:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom:
:

HEADACHE

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

Visit: Unplanned 1 - Unscheduled Visit on
Mar/08/2021

Form: UNPLANNED ASSESSMENT OF LOCAL REACTION -
SYSTEMIC EVENT - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:13 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Symptom
Present::

YES
Symptom Grade:

2

Event related to S
tudy Treament?

YES

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom:: HEADACH

E

Symptom Presen
t::

YES

Initial Entry

09
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ae
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Mar/08/2021

Form: UNPLANNED ASSESSMENT OF LOCAL REACTION -
SYSTEMIC EVENT - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:13 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

5.c Symptom:

Date Location User Value Reason

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
HEADACHE

Initial Entry

5.c Symptom Present:

Date Location User Value Reason

Mar-09-2021 17:01:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Closed Close Auto Query

Mar-09-2021 17:01:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Mar-09-2021 17:01:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Symptom Grade:

2

Event related to Study Treame
nt?

YES

New Information

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened Symptom Present is
"YES", yet Event
Related to Study
Treatment is
missing.

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Symptom Present is
"YES", yet
Symptom Grade is
missing.

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

5.d
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Mar/08/2021

Form: UNPLANNED ASSESSMENT OF LOCAL REACTION -
SYSTEMIC EVENT - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:13 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Date Location User Value Reason

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom:: VOMITIN

G

Symptom Present
::

NO

Initial Entry

5.d Symptom:

Date Location User Value Reason

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
VOMITING

Initial Entry

5.d Symptom Present:

Date Location User Value Reason

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

5.e

Date Location User Value Reason

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom:: DIARRHE

A

Symptom Present
::

NO

Initial Entry
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(b) (4)
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Visit: Unplanned 1 - Unscheduled Visit on
Mar/08/2021

Form: UNPLANNED ASSESSMENT OF LOCAL REACTION -
SYSTEMIC EVENT - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:13 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

5.e Symptom:

Date Location User Value Reason

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
DIARRHEA

Initial Entry

5.e Symptom Present:

Date Location User Value Reason

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

5.f

Date Location User Value Reason

Mar-09-2021 17:00:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sympto
m::

NEW OR WORSE
NED MUSCLE PAI
N

Sympto
m Presen
t::

YES
Symptom Grade:

1

Event related to St
udy Treament?

YES

Transcription Error

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sympto
m::

NEW OR WORSE
NED MUSCLE PAI
N

Sympto
m Presen
t::

YES
Event related to St
udy Treament?

YES

Initial Entry
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(b) (4), (b) (6)

(b) (4)
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Visit: Unplanned 1 - Unscheduled Visit on
Mar/08/2021

Form: UNPLANNED ASSESSMENT OF LOCAL REACTION -
SYSTEMIC EVENT - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:13 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

5.f Symptom:

Date Location User Value Reason

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW OR WORSENED MUSC
LE PAIN

Initial Entry

5.f Symptom Present:

Date Location User Value Reason

Mar-09-2021 17:00:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Mar-09-2021 17:00:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Symptom Grade:

1

Event related to Study Treame
nt?

YES

Transcription Error

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Symptom Present is
"YES", yet
Symptom Grade is
missing.

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Event related to Study Treame
nt?

YES

Initial Entry

5.g

Date Location User Value Reason

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom:
:

NEW OR WORSE
NED JOINT PAIN

Initial Entry
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Mar/08/2021

Form: UNPLANNED ASSESSMENT OF LOCAL REACTION -
SYSTEMIC EVENT - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:13 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Symptom
Present::

NO

5.g Symptom:

Date Location User Value Reason

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW OR WORSENED JOINT
PAIN

Initial Entry

5.g Symptom Present:

Date Location User Value Reason

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

5.h

Date Location User Value Reason

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom:: CHILLS

Symptom Present:: NO

Initial Entry

5.h Symptom:

Date Location User Value Reason

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
CHILLS

Initial Entry

5.h Symptom Present:

Date Location User Value Reason

Mar-09-2021 16:59:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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(b) (4), (b) (6)
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(b) (4), (b) (6)

(b) (4)
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-08-2020 15:09:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Oct/8/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-08-2020 15:09:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-08-2020 15:09:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
COMPLETED

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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Date Location User Value Reason

Oct-08-2020 15:21:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created

09
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(b) (4), (b) (6)
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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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Date Location User Value Reason

Feb-02-2021 16:18:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Date Location User Value Reason

Mar-09-2021 16:21:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Date Location User Value Reason

Mar-09-2021 16:22:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Date Location User Value Reason

Mar-09-2021 16:24:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Date Location User Value Reason

Mar-09-2021 16:26:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Date Location User Value Reason

Mar-09-2021 16:29:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 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: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Date Location User Value Reason

Mar-09-2021 16:31:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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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, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Category:

Date Location User Value Reason

Oct-08-2020 15:21:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-08-2020 15:21:19
(UTC-06:00) Central
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

Oct-08-2020 15:21:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
pain secondary to varicose vein i
n left thigh

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Oct-08-2020 15:21:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Oct/6/2020 11:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-02-2021 16:14:51
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date Time:

Oct/20/2020 00:00

New Information

Oct-08-2020 15:21:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry
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6. Toxicity Grade:

Date Location User Value Reason

Oct-08-2020 15:21:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
1

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

Oct-08-2020 15:21:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  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

Oct-08-2020 15:21:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-14-2020
00:26:17
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Query 1:
Closed

As per the
update.

Oct-13-2020
12:07:54
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1:
Answered

New
Information
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Oct-13-2020
12:07:54
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Data Entr
y:
NOT REL
ATED

If Not R
elated to
study tre
atment(s
), this ev
ent is du
e to:

OTHE
R

If Oth
er, sp
ecify:

Vas
cula
r ins
uffic
ienc
y

New
Information

Oct-13-2020
00:17:44
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD Query 1:
Opened

Please review
"If not related
to study
treatment
other" field,
the following
text was
indicated in
the comment
field [cardiac
insufficiency].
Any
symptoms,
MH,AEs or
other key data
should be
collected on
the appropriate
page. Please
review and
update as
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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, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---
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necessary.

Oct-08-2020
15:21:19
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Data Entr
y:
NOT REL
ATED

If Not R
elated to
study tre
atment(s
), this ev
ent is du
e to:

OTHE
R

If Oth
er, sp
ecify:

card
iac i
nsuf
ficie
ncy

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Oct-08-2020 15:21:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-08-2020 15:21:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?09
01
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ae
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Date Location User Value Reason

Oct-08-2020 15:21:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

Feb-02-2021 16:15:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Feb-02-2021 16:15:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
RECOVERED/RESOLVED

New Information

Feb-02-2021 16:14:51
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened For AE pain
secondary to
varicose vein in left
thigh: Response to
"What was the
outcome of this
adverse event?" is
'Not Recovered/Not
Resolved' but AE
End Date/Time is
present.

Oct-08-2020 15:21:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT RECOVERED/NOT RE
SOLVED

Initial Entry

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

Date Location User Value Reason

Oct-08-2020 15:21:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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1. Category:

Date Location User Value Reason

Feb-02-2021 16:18:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-02-2021 16:18:27
(UTC-06:00) Central
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

Feb-07-2021 18:30:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Feb-04-2021 10:54:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered Per source no fall due
to overuse

Feb-03-2021 19:30:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened ClinQuery:
StressFracture-Right
Foot: question 9
states this is related to
an injury. Please can
you confirm if subject
fell? If so, please
update the AE log as
appropriate. thanks

Feb-02-2021 17:23:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
StressFracture-Right Foot

New Information

Feb-02-2021 16:18:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Foot Fracture-Right

Initial Entry
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4. Start Date Time:

Date Location User Value Reason

Feb-02-2021 16:18:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Jan/14/2021 00:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-02-2021 16:18:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Feb-02-2021 16:18:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
1

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-02-2021 16:18:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  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

Feb-02-2021 16:18:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:
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Date Location User Value Reason

Feb-02-2021 16:18:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT RELATED

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

OTHER

If Other, specify:

Injury

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Feb-02-2021 16:18:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Feb-02-2021 16:18:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-02-2021 16:18:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

Feb-02-2021 16:18:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
RECOVERING/RESOLVING

Initial Entry

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

Date Location User Value Reason
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Feb-02-2021 16:18:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Mar-09-2021 16:21:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Mar-09-2021 16:21:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

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

Date Location User Value Reason

Mar-09-2021 16:21:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Injection Site Pain-Left

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Mar-09-2021 16:21:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Mar/7/2021 00:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-09-2021 16:21:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date Time:

Mar/8/2021 00:00

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason
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Mar-09-2021 16:21:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
1

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-09-2021 16:21:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  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-09-2021 16:21:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Mar-09-2021 16:21:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Mar-09-2021 16:21:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason
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Mar-09-2021 16:21:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Mar-09-2021 16:21:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

Mar-09-2021 16:21:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  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-09-2021 16:21:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Mar-09-2021 16:22:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Mar-09-2021 16:22:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

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

Date Location User Value Reason

Mar-09-2021 16:22:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Injection Site Redness-5.5 centi
meters

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Mar-09-2021 16:22:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Mar/7/2021 00:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-09-2021 16:23:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Mar-09-2021 16:22:57 ACV0PFEINFP6000  Data Entry: Initial Entry
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(UTC-06:00) Central
Time (US & Canada)

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).

Date Location User Value Reason

Mar-09-2021 16:22:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  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-09-2021 16:22:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Mar-09-2021 16:22:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Mar-09-2021 16:22:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Mar-09-2021 16:22:57
(UTC-06:00) Central

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry09
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Time (US & Canada)

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Mar-09-2021 16:22:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

Mar-09-2021 16:22:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
RECOVERING/RESOLVING

Initial Entry

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

Date Location User Value Reason

Mar-09-2021 16:22:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Mar-09-2021 16:24:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Mar-09-2021 16:24:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

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

Date Location User Value Reason

Mar-09-2021 16:24:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Muscle Aches

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Mar-09-2021 16:24:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Mar/7/2021 00:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-09-2021 16:24:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date Time:

Mar/8/2021 00:00

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason
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Mar-09-2021 16:24:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
1

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-09-2021 16:24:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  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-09-2021 16:24:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Mar-09-2021 16:24:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Mar-09-2021 16:24:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason
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Mar-09-2021 16:24:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Mar-09-2021 16:24:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

Mar-09-2021 16:24:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  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-09-2021 16:24:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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1. Category:

Date Location User Value Reason

Mar-09-2021 16:26:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Mar-09-2021 16:26:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

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

Date Location User Value Reason

Mar-12-2021 10:46:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Mar-11-2021 17:26:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Mar-11-2021 17:26:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Enlarged Lymph Node-Left Sid
e

New Information

Mar-11-2021 16:11:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened Please specify side.
per source, is Left

Mar-09-2021 16:26:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Enlarged Lymph Node

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Mar-09-2021 16:26:36 ACV0PFEINFP6000  Data Entry: Initial Entry
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(UTC-06:00) Central
Time (US & Canada)

Mar/7/2021 00:00

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-09-2021 16:26:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Mar-09-2021 16:26:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
1

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-09-2021 16:26:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  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-09-2021 16:26:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Mar-09-2021 16:26:36
(UTC-06:00) Central

ACV0PFEINFP6000  Data Entry:
RELATED

Initial Entry09
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Time (US & Canada)

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Mar-09-2021 16:26:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Mar-09-2021 16:26:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Mar-09-2021 16:26:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

Mar-09-2021 16:26:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
RECOVERING/RESOLVING

Initial Entry

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

Date Location User Value Reason

Mar-09-2021 16:26:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Mar-09-2021 16:29:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Mar-09-2021 16:29:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

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

Date Location User Value Reason

Mar-09-2021 16:29:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Headache

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Mar-09-2021 16:29:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Mar/6/2021 00:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-09-2021 16:29:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date Time:

Mar/8/2021 00:00

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason
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Mar-12-2021 10:47:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Mar-11-2021 17:27:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Mar-11-2021 17:27:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Transcription Error

Mar-11-2021 16:12:55
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened Per source, is mild.
Please reconcile.

Mar-09-2021 16:29:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  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-09-2021 16:29:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  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-09-2021 16:29:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Mar-09-2021 16:29:38 ACV0PFEINFP6000  Data Entry: Initial Entry
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(UTC-06:00) Central
Time (US & Canada)

RELATED

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Mar-09-2021 16:29:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Mar-09-2021 16:29:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Mar-09-2021 16:29:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

Mar-09-2021 16:29:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  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-09-2021 16:29:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Mar-09-2021 16:31:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Mar-09-2021 16:31:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
8

Initial Entry

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

Date Location User Value Reason

Mar-09-2021 16:31:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Fatigue

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Mar-09-2021 16:31:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Mar/7/2021 00:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-09-2021 16:31:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date Time:

Mar/8/2021 00:00

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason
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Mar-12-2021 10:47:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Mar-11-2021 17:27:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Mar-11-2021 17:27:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Transcription Error

Mar-11-2021 16:15:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened Per source, is mild.
Please reconcile.

Mar-09-2021 16:31:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  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-09-2021 16:31:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  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-09-2021 16:31:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Mar-09-2021 16:33:30 ACV0PFEINFP6000  Data Entry: Initial Entry
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(UTC-06:00) Central
Time (US & Canada)

RELATED

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Mar-10-2021 13:24:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Mar-10-2021 10:37:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Mar-10-2021 10:37:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT APPLICABLE

Transcription Error

Mar-10-2021 09:29:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: "Latest action
taken with study
treatment" on AE
form is DRUG
WITHDRAWN and
AE Outcome is not
FATAL but EOT
status in
END_OF_TRT visit
is not ADVERSE
EVENT. Please
update the outcome
and EOT2 form
accordingly. Else
clarify. Thank you.

Mar-09-2021 16:31:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
DRUG WITHDRAWN

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Mar-12-2021 10:47:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Mar-11-2021 17:28:27 ACV0PFEINFP6000  auto query Query 1: Answered Transcription Error
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(b) (4)
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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, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

(UTC-06:00) Central
Time (US & Canada)

(autoquery)

Mar-11-2021 17:28:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Transcription Error

Mar-11-2021 16:15:35
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened Per source, is yes.
Please reconcile.

Mar-09-2021 16:31:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Mar-09-2021 16:33:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

Mar-09-2021 16:31:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  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-09-2021 16:31:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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Header Text: c4591001

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

Form Version: 22-Apr-2020 21:03 Form Status:

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Date Location User Value Reason

Oct-08-2020 15:22:55
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Oct-12-2020 13:56:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Oct-12-2020 13:55:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Transcription Error

Oct-08-2020 15:22:55
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

2. Category:

Date Location User Value Reason

Oct-12-2020 13:56:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Oct-12-2020 13:55:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Transcription Error

Oct-08-2020 15:22:55
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATIONS

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Oct-12-2020 13:56:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Oct-12-2020 13:55:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Transcription Error

Oct-08-2020 15:22:55
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NO

Initial Entry09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

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).

Date Location User Value Reason

Oct-13-2020 20:34:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Oct-12-2020 13:56:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

Oct-12-2020 13:55:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Oct-12-2020 13:55:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Transcription Error

Oct-11-2020 19:56:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened ClinQuery:
ibuprofen 800 mg:
Please note this
medication is not a
vaccination and is
not required to be
listed. Please
review and update
as appropriate.
Thanks

Oct-08-2020 15:22:55
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
ibuprofen 800 mg

Initial Entry

5. Date:

Date Location User Value Reason

Oct-12-2020 13:56:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Oct-12-2020 13:56:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Transcription Error

Oct-08-2020 15:22:55
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Oct/6/2020

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - Audit Trail

Form Version: 22-Apr-2020 21:03 Form Status:

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

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

Back to Form

Date Location User Value Reason

Oct-14-2020 12:25:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Deleted this medication is
not an
immunosuppressant
and is not required
to be listed

Oct-12-2020 13:58:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

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

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Oct-12-2020 13:58:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

2. Category:

Date Location User Value Reason

Oct-12-2020 13:58:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
CONCOMITANT IMMUNOSU
PPRESSIVE THERAPY

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Oct-12-2020 13:58:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NO

Initial Entry

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).

Date Location User Value Reason

Oct-15-2020 19:49:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Oct-14-2020 12:25:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered this medication is not
an
immunosuppressant
and is not required to
be listed

Oct-13-2020 19:52:52
(UTC-06:00) Central

ACV0PFEINFP6000  Query 1: Opened ClinQuery: ibuprofen
800 mg: Please note
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

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

Time (US & Canada) this medication is not
an
immunosuppressant
and is not required to
be listed. Please
review and update as
appropriate. Thanks

Oct-12-2020 13:58:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Ibuprofen

Initial Entry

5. Dose:

Date Location User Value Reason

Oct-12-2020 13:58:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
800

Initial Entry

6. Dose Unit:

Date Location User Value Reason

Oct-12-2020 13:58:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
mg

Initial Entry

7. Dose Frequency:

Date Location User Value Reason

Oct-12-2020 13:58:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
PRN

Initial Entry

8. Route:

Date Location User Value Reason

Oct-12-2020 13:58:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
ORAL

Initial Entry

9. Start Date:
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

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

Date Location User Value Reason

Oct-12-2020 13:58:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Oct/6/2020

Initial Entry

10. Ongoing?

Date Location User Value Reason

Oct-12-2020 13:58:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-02-2021 16:03:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Feb/2/2021

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit
Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

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

Date Location User Value Reason

Mar-10-2021 02:37:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Mar-09-2021 16:32:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered Please see V101
eCRF visit
completed and
entered

Mar-05-2021 07:23:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: Participant is
eligible and
confirmed to have
received Placebo,
but Date Written
Consent Obtained
is missing in
Informed Consent -
Further Vaccination
CRF. Please review
and update as
appropriate.

Feb-02-2021 17:24:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Participant is willing to return f
or Vaccination 3

Participant is:

eligible per local/national re
commendations and confirm
ed to have received only pla
cebo at Vaccination 1/2

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Feb-02-2021 17:23:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Feb/2/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Feb-02-2021 17:23:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
ASSESS ELIGIBILITY FOR A
DDITIONAL VACCINATION

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-09-2021 16:10:11
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Mar/6/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF
Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Consent Was:

Date Location User Value Reason

Mar-09-2021 16:10:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
OBTAINED

Date Written Consent Obtaine
d

Mar/6/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION
- eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Mar-09-2021 16:11:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Mar/6/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Mar-09-2021 16:11:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING 1

Initial Entry

3. Status:

Date Location User Value Reason

Mar-09-2021 16:11:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 20-Feb-2021 02:14 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Lab Panel:

Date Location User Value Reason

Mar-09-2021 16:12:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Mar-09-2021 16:12:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Mar-09-2021 16:12:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Mar/6/2021

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Mar-09-2021 16:12:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Mar-09-2021 16:12:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 20-Feb-2021 02:14 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Mar-09-2021 16:12:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

113

Test:: Choriogonadotro
pin Beta_PX113

Result:: NEGATIVE

Not Done::

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Mar-09-2021 16:12:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Mar-09-2021 16:12:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Choriogonadotropin Beta_PX11
3

Initial Entry

6.a Result:

Date Location User Value Reason

Mar-09-2021 16:12:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-09-2021 16:13:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-09-2021 16:13:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-09-2021 16:13:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Mar-09-2021 16:13:34
(UTC-06:00) Central
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-09-2021 16:13:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Collection:

Mar/6/2021

Initial Entry

5.a

Date Location User Value Reason

Mar-10-2021 10:37:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BKN1YS

Transcription Error
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Mar-09-2021 16:13:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BKN1YY

Initial Entry

5.a Sample ID

Date Location User Value Reason

Mar-10-2021
15:49:59
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query
1: Clo
sed

Auto closed by
Validation Check:
VC_BEETRK001_06

Mar-10-2021
10:37:13
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
1: An
swere
d

Transcription Error

Mar-10-2021
10:37:13
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Data
Entry
:
BKN1
YS

Transcription Error

Mar-10-2021
03:10:10
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query
1: Op
ened

DMW7650945;This
Barcode appears to
be already recorded
within the study.
Please review and
update as
appropriate.

Mar-09-2021
16:13:45
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Data
Entry
:
BKN1
YY

Initial Entry

5.b

Date Location User Value Reason
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Mar-09-2021 16:14:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BM2L3Y

Initial Entry

5.b Sample ID

Date Location User Value Reason

Mar-09-2021 16:14:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BM2L3Y

Initial Entry

5.c

Date Location User Value Reason

Mar-09-2021 16:14:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BM2L4X

Initial Entry

5.c Sample ID

Date Location User Value Reason

Mar-09-2021 16:14:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BM2L4X

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-09-2021 16:12:39
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-09-2021 16:12:39
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-09-2021 16:13:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Mar-09-2021 16:12:39
(UTC-06:00) Central
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-09-2021 16:12:39
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Collection:

Mar/6/2021

Initial Entry

5.a

Date Location User Value Reason

Mar-09-2021 16:13:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BKN1YJ

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

5.a Sample ID

Date Location User Value Reason

Mar-09-2021 16:13:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BKN1YJ

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Mar-09-2021 16:12:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Mar-09-2021 16:12:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Mar-09-2021 16:12:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Mar-09-2021 16:12:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Mar/6/2021 12:14

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Mar-09-2021 16:12:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Mar-09-2021 16:12:13
(UTC-06:00) Central

ACV0PFEINFP6000  Data Entry:
LEFT

Initial Entry09
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Time (US & Canada)

7. Route:

Date Location User Value Reason

Mar-09-2021 16:12:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Mar-09-2021 16:12:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Mar-09-2021 16:12:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Mar-09-2021 16:12:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

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

Date Location User Value Reason

Mar-09-2021 16:12:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Subject Status

Date Location User Value Reason

Oct-08-2020 15:09:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-19-2020 17:43:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Aug-19-2020 17:40:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Jan-24-2021 23:56:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Visit completed

Jan-22-2021 18:19:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered Subject was
scheduled 1/18/21
subject cancelled
out of town due to
self swab

Jan-22-2021 07:34:11
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Saumitra
Dubey

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
13JAN2021. But
corresponding
COVID Illness visit
not reported. Please
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Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

clarify.

Oct-08-2020 15:09:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/8/2020

Initial Entry

Aug-19-2020 17:43:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/19/2020

Initial Entry

Aug-19-2020 17:40:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/19/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

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

Site No: 1083 Site Name: (1083) Benchmark Research

Subject No: 10831124 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Casebook Signature

Date Location User Value Reason

Oct-21-2020 08:29:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Laurence
Chu

Data Entry:
Click Here to Enable

Initial Entry
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