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Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

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

06 OCT 2020

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

STAGE 3 COHORTS
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Oct/20/2020
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Visit: COHORT_SELECTION Form: DEMOGRAPHY

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Demography

1. Subject ID [10161327]

2. Birth Date: /2008

3. Sex: MALE

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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eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/20/2020

2. Erroneous Visit
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Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Oct/20/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

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

[seasonal allergies]

Start Date: Apr/24/2009

Ongoing: YES

1.b Line/MH Number: [2]

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

[asthma]

Start Date: Apr/24/2009

Ongoing: YES
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eCRF Audit Trail History

HIV Status

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

The subject is NOT known to be HIV POSITIVE
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eCRF Audit Trail History

Vital Signs

1. Date: Oct/20/2020

2. Weight: [116.0]

3. Unit: LB

4. Height: [67.0]

5. Unit: in

6. Body Mass Index: [18.2]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [97.9]

Unit: F

Temperature Location: ORAL CAVITY
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eCRF Audit Trail History

Disposition

1. Randomization Date : Oct/20/2020

2. Randomization Number: [20120]

3. Randomization Group: [ ]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/20/2020

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 [BR2MJT]

5.b Sample ID [BR2MJV]

5.c Sample ID [BNWZHN]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/20/2020

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 [BPBXBN]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Oct/20/2020 09:46

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: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response
- Reactogenicity diary
collection

YES - REACTOGENICITY E-DIARY COLLECTED FOR
THIS SUBJECT
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Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/10/2020

2. Erroneous Visit
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

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

NO

2.a Symptom: FEVER

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

NO

2.b Symptom: FATIGUE

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

NO

2.c Symptom: HEADACHE

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

NO
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Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

2.d Symptom: CHILLS

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

NO

2.e Symptom: VOMITING

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

NO

2.f Symptom: DIARRHEA

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

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

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

NO

2.h Symptom: NEW OR WORSENED JOINT PAIN

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

NO

3. Injection Site Location: DELTOID MUSCLE
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SYMPTOM RESOLVED DATES
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Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

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

NO

5.b Injection Site Reaction: SWELLING

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

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

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

NO
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Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Vital Signs

1. Date: Nov/10/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [97.7]

Unit: F

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

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Nov/10/2020

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 [BR2MYS]
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

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: Nov/10/2020 10:47

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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eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/8/2020

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

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

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

NO

2.a Symptom: FEVER

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

NO

2.b Symptom: FATIGUE

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

NO

2.c Symptom: HEADACHE

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

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

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

2.d Symptom: CHILLS

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

NO

2.e Symptom: VOMITING

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

NO

2.f Symptom: DIARRHEA

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

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

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

NO

2.h Symptom: NEW OR WORSENED JOINT PAIN

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

NO

3. Injection Site Location: DELTOID MUSCLE
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

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

NO

5.b Injection Site Reaction: SWELLING

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

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

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

NO
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Dec/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 [BR2MTP]

5.b Sample ID [BR2MTR]

5.c Sample ID [BSJKCM]
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eCRF Audit Trail History

Date of Visit

1. Date of Visit May/7/2021

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
May/7/2021

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 [BR7ZLG]

5.b Sample ID [BR7ZLH]

5.c Sample ID [BS9DG0]
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Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Date of Visit

1. Date of Visit Apr/13/2021

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A
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Form Version: 13-Apr-2021 01:38 Form Status: Data Complete, Frozen

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Apr/13/2021

2. Date of First Symptom
Started:

Apr/9/2021

3. Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Apr/20/2021

Symptoms

4.a Symptoms: FEVER

Was symptom present? NO

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? YES

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? NO

4.d Symptoms: CHILLS

Was symptom present? NO

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? NO
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Form Version: 13-Apr-2021 01:38 Form Status: Data Complete, Frozen

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

4.f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? NO

4.g Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? NO

4.h Symptoms: DIARRHEA

Was symptom present? NO

4.i Symptoms: VOMITING

Was symptom present? NO

Symptoms - Other

5.a Symptoms - Other Text: [fatigue]

5.b Symptoms - Other Text: [nasal congestion]

5.c Symptoms - Other Text: [syncope]
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#
Date of
Collecti
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Specimen
Type

Specimen C
ollection Lo

cation

Assay Code and Descr
iption

Device Type
Form Insta

nce

 1. Apr/13/
2021 

SWABBE
D MATER
IAL 

NASOPHAR
YNX 

SEVERE ACUTE RES
P SYNDROME CORO
NAVIRUS 2 

SARS-COV-2
DIAGNOSTI
C TEST 
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. Actual Date of Collection: Apr/13/2021

2. Specimen Type: SWABBED MATERIAL

3. Specimen Collection
Location:

NASOPHARYNX

4. Assay Code and
Description:

SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2

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

6. Trade Name: BD SARS-COV-2REAGENTS FOR BD MAX SYSTEM

7. Test Result: NEGATIVE

8. Comments/Findings
/Details:

[ ]

9. Trade Name Other, Specify: [ ]
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SWAB SELF

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

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:

[no self swab collected]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Unscheduled Visit on Apr/13/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Apr/13/2021

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 [BRLVHT]
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Form: HEALTH CARE UTILIZATION

Form Version: 13-Apr-2021 01:23 Form Status: Data Complete, Frozen
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Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

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:

YES

Number of Visits or Contacts:
[1]

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
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Form Version: 13-Apr-2021 01:23 Form Status: Data Complete, Frozen

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

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: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

#
Treatment Ide

ntifier
Con Non-Drug Treatments

Pre-specified
Treatm

ent
Treatm

ent
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Form: RESPIRATORY TREATMENT

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

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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Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

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?

NO

3. Toxicity Grade: 2
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Form Version: 17-Jul-2020 21:55

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

#
Category of Clinica

l Event:
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Diagnosis Obt
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Toxicity G

rade
Form Instanc

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

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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CHEMISTRY

Form Version: 10-Oct-2020 15:58

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

#
Category fo
r Lab Test

Vendor
Name

Collectio
n Date:

Specime
n Type

Lab Result
Form Instan

ce

 1.         Sponsor-Defin
ed Identifier

Te
st:

Res
ult:

Repeating
Pages
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Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

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:

LNMT Low
[ ]
High
[ ]
Unit
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Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

#
Category f
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e (DERIVED
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Collecti
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:
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Lab Result
Form Instan
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 1.         Sponsor-Defi
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Te
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Form Version: 10-Oct-2020 16:02 Form Status: Not Started

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Laboratory Data Hematology

1. Lab Panel:

2. Laboratory Name and
Address

[ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

Not Done:

LNMT Low
[ ]
High
[ ]
Unit
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

# Date: Vital Signs Details Form Instance

 1.   Record Identifier: Systolic: Diastolic: Repeating Pages
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Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Systolic: [ ]

Diastolic: [ ]

Respiratory Rate in
respirations/minute:

[ ]

Heart Rate in
beats/minute:

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

Form Version: 10-Oct-2020 16:04

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

# Date: Vital Signs Details Form Instance

 1.   Record Identifier: Oxygen Saturation Repeating Pages
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Apr/13/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 10-Oct-2020 16:04 Form Status: Not Started

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

SPO2 Pulse Oximetry % [ ]
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Visit: POT_COVID_ILL 1 Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

#
Date Time of Asses

sment
Arterial Blood Gases

PaO2
FiO2 (Fraction of Inhaled

Oxygen)
Form Instance

 1.       Repeating
Pages
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Apr/13/2021

Form: OXYGENATION PARAMETERS

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Oxygenation Parameters

1. Date Time of Assessment: //

2. Arterial Blood Gases PaO2
(mmHg):

[ ]

3. FiO2 (Fraction of Inhaled
Oxygen):

[ ]
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Visit: POT_COVID_ILL 1 Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS

Form Version: 06-Jul-2020 21:55

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

#
Sponsor-Defin
ed Identifier

Category for
Medication

Concomitant Medica
tions Pre-specified

Name of M
edication

Start
Date

Form Instan
ce

 1.           Repeating
Pages
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Apr/13/2021

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

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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Visit: POT_COVID_ILL 1 Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

#
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ment
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Overall Assessm
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Form Instance
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Apr/13/2021

Form: IMAGING

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Imaging

1. Date of Assessment: //

2. Location of Assessment:

3. Type of Imaging Exam:

4. Assessment:
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Visit: POT_COVID_ILL 2 -
Unscheduled Visit on May/12/2021

Form: DATE OF VISIT - ILLNESS ONSET

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Date of Visit

1. Date of Visit May/12/2021

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_B
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Visit: POT_COVID_ILL 2 -
Unscheduled Visit on May/12/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Version: 30-Apr-2021 01:47 Form Status: Data Complete

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: May/12/2021

2. Date of First Symptom
Started:

May/8/2021

3. Symptoms Ongoing? NO

Date of Last Symptom Resolved:
May/16/2021

Symptoms

4.a Symptoms: FEVER

Was symptom present? YES

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? YES

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
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Visit: POT_COVID_ILL 2 -
Unscheduled Visit on May/12/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Version: 30-Apr-2021 01:47 Form Status: Data Complete

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

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

4.i Symptoms: VOMITING

Was symptom present? NO

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Visit: POT_COVID_ILL 2 Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

#
Date of Col

lection
Specimen

Type
Specimen Collecti

on Location
Assay Code and

Description
Device
Type

Form Instan
ce
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Pages
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Visit: POT_COVID_ILL 2 -
Unscheduled Visit on May/12/2021

Form: MICROBIOLOGY SPECIMEN

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

1. Actual Date of Collection: Not Done

//

Comments

2. Specimen Type: Not Done Comments

3. Specimen Collection
Location:

Not Done Comments

4. Assay Code and
Description:

Not Done Comments

5. Device Type: Not Done Comments

6. Trade Name: Not Done Comments

7. Test Result: Not Done Comments

8. Comments/Findings
/Details:

Not Done

[ ]

Comments

9. Trade Name Other, Specify: Not Done

[ ]

Comments

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

FDA-CBER-2022-5812-0494629



Page 62 of 380

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on May/12/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

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:

[no self swab collected]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on May/12/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
May/12/2021

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 [BRLVK9]

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

FDA-CBER-2022-5812-0494631



Page 64 of 380

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on May/12/2021

Form: HEALTH CARE UTILIZATION

Form Version: 30-Apr-2021 01:37 Form Status: Data Complete, Frozen

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

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
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Visit: POT_COVID_ILL 2 -
Unscheduled Visit on May/12/2021

Form: HEALTH CARE UTILIZATION

Form Version: 30-Apr-2021 01:37 Form Status: Data Complete, Frozen

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

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 2 Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

#
Treatment Ide

ntifier
Con Non-Drug Treatments

Pre-specified
Treatm

ent
Treatm

ent
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Visit: POT_COVID_ILL 2 -
Unscheduled Visit on May/12/2021

Form: RESPIRATORY TREATMENT

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

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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Visit: POT_COVID_ILL 2 -
Unscheduled Visit on May/12/2021

Form: ILLNESS DETAILS

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

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?

NO

3. Toxicity Grade: 1
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Visit: POT_COVID_ILL 2 Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

#
Category of Clinica

l Event:
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al Event
Diagnosis Obt
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Toxicity G

rade
Form Instanc

e
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Pages
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Visit: POT_COVID_ILL 2 -
Unscheduled Visit on May/12/2021

Form: ILLNESS DETAILS - SEVERE

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

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

Form Version: 10-Oct-2020 15:58

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

#
Category fo
r Lab Test

Vendor
Name

Collectio
n Date:

Specime
n Type

Lab Result
Form Instan

ce

 1.         Sponsor-Defin
ed Identifier

Te
st:

Res
ult:

Repeating
Pages
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Visit: POT_COVID_ILL 2 -
Unscheduled Visit on May/12/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Version: 10-Oct-2020 15:58 Form Status: Not Started

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

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:

LNMT Low
[ ]
High
[ ]
Unit

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

FDA-CBER-2022-5812-0494640



Page 73 of 380

***Confidential***

 

Header Text: c4591001

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

Form Version: 10-Oct-2020 16:02

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---
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Vital Signs
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Oxygenation Parameters

1. Date Time of Assessment: //

2. Arterial Blood Gases PaO2
(mmHg):
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3. FiO2 (Fraction of Inhaled
Oxygen):
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Back to Form

Concomitant Medications

1. What is the medication
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Pre-specified:

4. Medication:

Provide the complete
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(including salt form, where
applicable). Where generic
name is unknown, enter the
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Medication text (e.g.,
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formulation).
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Imaging

1. Date of Assessment: //

2. Location of Assessment:
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3. Sample Collected? NO

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

[no blood draw collected since blood collected at visit 4 on
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Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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10. Timeframe Subject Was
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11. Was the subject observed
for at least the protocol
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Contact Outcome
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2. Was contact made?
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1. Data Origin SITE
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3. Sample Collected? YES

Date of Collection:
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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 [BR7LKF]

5.b Sample ID [BR7LKG]

5.c Sample ID [BSCK2D]
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Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/17/2021

2. Erroneous Visit

COVID-19 Surveillance Visit

3. COVID-19 Surveillance
Visit:

SSWAB_WEEK2
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 1 -
Unscheduled Visit on Feb/17/2021

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? YES

Date of Collection:
Feb/17/2021

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 [AA14004]
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 2 -
Unscheduled Visit on Mar/02/2021

Form: DATE OF VISIT - ASYMPTOMATIC
SURVEILLANCE

Form Version: 14-Jan-2021 02:22 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/2/2021

2. Erroneous Visit

COVID-19 Surveillance Visit

3. COVID-19 Surveillance
Visit:

SSWAB_WEEK4
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 2 -
Unscheduled Visit on Mar/02/2021

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? YES

Date of Collection:
Mar/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 [AA13538]
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 3 -
Unscheduled Visit on Mar/12/2021

Form: DATE OF VISIT - ASYMPTOMATIC
SURVEILLANCE

Form Version: 14-Jan-2021 02:22 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/12/2021

2. Erroneous Visit

COVID-19 Surveillance Visit

3. COVID-19 Surveillance
Visit:

SSWAB_WEEK6
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 3 -
Unscheduled Visit on Mar/12/2021

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? YES

Date of Collection:
Mar/12/2021

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 [AA44051]
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 4 -
Unscheduled Visit on Mar/23/2021

Form: DATE OF VISIT - ASYMPTOMATIC
SURVEILLANCE

Form Version: 14-Jan-2021 02:22 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/23/2021

2. Erroneous Visit

COVID-19 Surveillance Visit

3. COVID-19 Surveillance
Visit:

SSWAB_WEEK8
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 4 -
Unscheduled Visit on Mar/23/2021

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? YES

Date of Collection:
Mar/23/2021

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 [AA44752]
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 5 -
Unscheduled Visit on Apr/05/2021

Form: DATE OF VISIT - ASYMPTOMATIC
SURVEILLANCE

Form Version: 14-Jan-2021 02:22 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Date of Visit

1. Date of Visit Apr/5/2021

2. Erroneous Visit

COVID-19 Surveillance Visit

3. COVID-19 Surveillance
Visit:

SSWAB_WEEK10
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 5 -
Unscheduled Visit on Apr/05/2021

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? YES

Date of Collection:
Apr/5/2021

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 [AA02337]

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

FDA-CBER-2022-5812-0494677



Page 110 of 380

***Confidential***

 

Header Text: c4591001

Visit: V202_SURVEIL_SWAB 6 -
Unscheduled Visit on Apr/16/2021

Form: DATE OF VISIT - ASYMPTOMATIC
SURVEILLANCE

Form Version: 14-Jan-2021 02:22 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Date of Visit

1. Date of Visit Apr/16/2021

2. Erroneous Visit

COVID-19 Surveillance Visit

3. COVID-19 Surveillance
Visit:

SSWAB_WEEK12
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 6 -
Unscheduled Visit on Apr/16/2021

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? YES

Date of Collection:
Apr/16/2021

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 [AA02334]
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 7 -
Unscheduled Visit on Apr/28/2021

Form: DATE OF VISIT - ASYMPTOMATIC
SURVEILLANCE

Form Version: 14-Jan-2021 02:22 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Date of Visit

1. Date of Visit Apr/28/2021

2. Erroneous Visit

COVID-19 Surveillance Visit

3. COVID-19 Surveillance
Visit:

SSWAB_WEEK14
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 7 -
Unscheduled Visit on Apr/28/2021

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? YES

Date of Collection:
Apr/28/2021

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 [AA44052]
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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: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Dec/8/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Date of Visit

1. Date of Visit May/13/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Further Vaccination Confirmation

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

Participant is willing to return for Vaccination 3

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

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

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

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: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

# Category
AE Iden

tifier
Adverse
Event

Start Date
Is the Adverse Event

Still Ongoing
Form Instan

ce

 1. ADVERSE
EVENT 

1  epilepsy  Jun/29/2021 1
3:30 

YES  Repeating
Pages

 2. ADVERSE
EVENT 

2  syncope  Apr/9/2021 U
NK:UNK 

NO
End Date Time:

Apr/9/2021 UNK:U
NK

 

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

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)

[epilepsy]

4. Start Date Time: Jun/29/2021 13:30

5. Is the adverse event still
ongoing?

YES

6. Toxicity Grade: 2
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

YES

Is this serious event associated with congenital anomaly or
birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
NO

Did this serious event result in persistent or significant
disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
YES

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:
[epilepsy-idiopathic]

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

11. Was a Concomitant
Medication given?

NO

12. Was a Non-Drug Treatment
given?

NO

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

NOT RECOVERED/NOT 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

[202100933237]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

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)

[syncope]

4. Start Date Time: Apr/9/2021 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
Apr/9/2021 UNK:UNK

6. Toxicity Grade: 2
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

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:
[unknown-possible dehydration]

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE
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Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

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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Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

#
Categ

ory
Medicatio
n Error

Start
Date

Is the medication erro
r Still Ongoing

Study Medication
Errors Action

Form Instan
ce

 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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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

#
Sponsor-Defin
ed Identifier

Category for
Medication

Concomitant Medica
tions Pre-specified

Name of M
edication

Start
Date

Form Instan
ce

 1.           Repeating
Pages
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Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

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

[ ]

5. Date: //
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Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

#
Sponsor-Defi
ned Identifier

Category for
Medication

Concomitant Medic
ations Pre-specified

Name of
Medicatio

n

Dose Des
cription

Form Instan
ce
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Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

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

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

#
Categ

ory
Treatment Ide

ntifier
Con Non-Drug Treatments

Pre-specified
Treatm

ent
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Back to Form

Radiation Treatment

1. Category:

2. What is the treatment
Identifier?

[ ]

3. Concomitant Non-drug
Treatment Pre-specified:

4. Treatment: [ ]

5. Start Date: //

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

 1.     Repeating Pages
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Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : May/13/2021

2. Primary Reason for
Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Withdrawal Of Consent

1. Withdrawal of Consent
Date :

//
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Death Details

1. Date of Collection /
Notification of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

FDA-CBER-2022-5812-0494705



Page 138 of 380

***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jun/1/2021

2. Erroneous Visit
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Jun/1/2021
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Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

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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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation
/Death :

Jun/1/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Jun/1/2021

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 [BR7ZPC]

5.b Sample ID [BR7ZPD]

5.c Sample ID [BS9DHN]
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Jun/1/2021

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 [BRLTXJ]

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

FDA-CBER-2022-5812-0494711



Page 144 of 380

***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---
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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: Jun/1/2021 15:15

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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eCRF Audit Trail History

Date of Visit

1. Date of Visit Jun/22/2021

2. Erroneous Visit

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

FDA-CBER-2022-5812-0494713



Page 146 of 380

***Confidential***

 

Header Text: c4591001
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Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Jun/22/2021

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 [BRLTYP]
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

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: Jun/22/2021 09:22

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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eCRF Audit Trail History

Date of Visit

1. Date of Visit Jul/20/2021

2. Erroneous Visit
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eCRF Audit Trail History

Contact Outcome

1. Contact Type: TELEPHONE VISIT

2. Was contact made? YES

Date of Contact:
Jul/20/2021

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: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

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: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: V105_MONTH18 Form: DATE OF VISIT

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V105_MONTH18 Form: CONTACT OUTCOME

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

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: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Jul/20/2021

2. Phase of Disposition: OPEN LABEL TREATMENT

3. Status: COMPLETED

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: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Dec/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, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA -
Comments

Form Version: 10-Oct-2020 16:00 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Item Date User Comment

Form Oct-20-2020 11:54:52 (UTC-05:00)
Eastern Time (US & Canada)

Not Applicable
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Visit: POT_COVID_ILL 2 -
Unscheduled Visit on May/12/2021

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Item Date User Comment

Form May-12-2021 17:26:25 (UTC-05:00)
Eastern Time (US & Canada)

Not Done
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Visit: POT_COVID_ILL 2 -
Unscheduled Visit on May/12/2021

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Item Date User Comment

1 May-12-2021 17:26:25 (UTC-05:00)
Eastern Time (US & Canada)

Not Done
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Visit: POT_COVID_ILL 2 -
Unscheduled Visit on May/12/2021

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Item Date User Comment

2 May-12-2021 17:26:25 (UTC-05:00)
Eastern Time (US & Canada)

Not Done
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Visit: POT_COVID_ILL 2 -
Unscheduled Visit on May/12/2021

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Item Date User Comment

3 May-12-2021 17:26:25 (UTC-05:00)
Eastern Time (US & Canada)

Not Done

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

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

(b) (4)

FDA-CBER-2022-5812-0494730



Page 163 of 380

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on May/12/2021

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Item Date User Comment

4 May-12-2021 17:26:25 (UTC-05:00)
Eastern Time (US & Canada)

Not Done
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Visit: POT_COVID_ILL 2 -
Unscheduled Visit on May/12/2021

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Item Date User Comment

5 May-12-2021 17:26:25 (UTC-05:00)
Eastern Time (US & Canada)

Not Done
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Visit: POT_COVID_ILL 2 -
Unscheduled Visit on May/12/2021

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Item Date User Comment

6 May-12-2021 17:26:25 (UTC-05:00)
Eastern Time (US & Canada)

Not Done
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Visit: POT_COVID_ILL 2 -
Unscheduled Visit on May/12/2021

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Item Date User Comment

7 May-12-2021 17:26:25 (UTC-05:00)
Eastern Time (US & Canada)

Not Done

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

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

(b) (4)

FDA-CBER-2022-5812-0494734



Page 167 of 380

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on May/12/2021

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Item Date User Comment

8 May-12-2021 17:26:25 (UTC-05:00)
Eastern Time (US & Canada)

Not Done
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Visit: POT_COVID_ILL 2 -
Unscheduled Visit on May/12/2021

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Item Date User Comment

9 May-12-2021 17:26:25 (UTC-05:00)
Eastern Time (US & Canada)

Not Done
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA -
FURTHER VACCINATION - Comments

Form Version: 28-Mar-2021 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Item Date User Comment

Form Jun-01-2021 16:06:32 (UTC-05:00)
Eastern 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, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action

 
N/A Mar-23-2021 09:08:32 (UTC-05:00)

Eastern Time (US & Canada)
Edit - All
signatures
invalidated

Affidavit:
N/A

  Approved Mar-22-2021 19:38:30 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I,  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 Feb-03-2021 09:49:00 (UTC-05:00)

Eastern Time (US & Canada)
Edit - All
signatures
invalidated
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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, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Affidavit:
N/A

  Approved Jan-22-2021 15:12:51 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

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

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

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

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

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Oct-20-2020
11:54:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
06 OCT 2020

Initial Entry

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

Date Location User Value Reason

Oct-20-2020
11:54:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

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: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Consent Was:

Date Location User Value Reason

Oct-20-2020
11:54:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
OBTAINED

Date Written Consent Obta
ined

Oct/20/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Subject ID

Date Location User Value Reason

Oct-20-2020 11:53:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
10161327

Item copied
from previous
form

2. Birth Date:

Date Location User Value Reason

Oct-20-2020
11:53:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
/2008

Enrollment Entry

3. Sex:

Date Location User Value Reason

Oct-20-2020
11:54:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
MALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Oct-20-2020
11:54:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NOT HISPANIC OR LATIN
O(A) OR OF SPANISH ORI
GIN

Initial Entry
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ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (6)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) (4)

FDA-CBER-2022-5812-0494742
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Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

5. Race: (Check X all that apply):

Date Location User Value Reason

Oct-20-2020
11:54:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
WHITE

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) (4)

FDA-CBER-2022-5812-0494743
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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: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-20-2020
11:54:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Oct/20/2020

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) (4)

FDA-CBER-2022-5812-0494744
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Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail
History

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Oct-20-2020
11:55:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Oct/20/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-20-2020 11:55:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Oct-20-2020
11:55:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
COMPLETED

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) (4)
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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: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1.a

Date Location User Value Reason

Oct-20-2020
11:56:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Line/MH Num
ber:

1

Medical Histo
ry Term:

seasonal al
lergies

Start Date: Apr/24/20
09

Ongoing: YES

Transcription
Error

Oct-20-2020
11:56:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

1

Medical Histo
ry Term:

seasonal al
lergies

Start Date: Mar/24/20
09

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Oct-20-2020 11:56:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) (4)

FDA-CBER-2022-5812-0494746
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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: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Date Location User Value Reason

Oct-20-2020
11:56:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
seasonal allergies

Initial Entry

1.a Start Date:

Date Location User Value Reason

Oct-20-2020
11:56:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Apr/24/2009

Transcription
Error

Oct-20-2020
11:56:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Mar/24/2009

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Oct-20-2020
11:56:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason

Oct-20-2020 11:56:41
(UTC-05:00) Eastern

ACV0PF
EINFP60

auto calc
(autocalc)

Data Entry:
Line/MH Numbe 2

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) (4)

FDA-CBER-2022-5812-0494747
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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: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Time (US & Canada) 00  r:

Medical History
Term:

asthma

Start Date: Apr/24/2
009

Ongoing: YES

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)
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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: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

1.b Line/MH Number:

Date Location User Value Reason

Oct-20-2020 11:56:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
2

Initial Entry

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

Date Location User Value Reason

Oct-20-2020
11:56:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
asthma

Initial Entry

1.b Start Date:

Date Location User Value Reason

Oct-20-2020
11:56:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Apr/24/2009

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Oct-20-2020
11:56:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
) (b) 

(4), 
(b) (6)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) (4)
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Visit: V1_DAY1_VAX1_L Form: HIV STATUS - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

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

Date Location User Value Reason

Oct-20-2020
11:56:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
The subject is NOT known t
o be HIV POSITIVE

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) (4)
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History
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Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Date:

Date Location User Value Reason

Oct-20-2020
11:57:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Oct/20/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Oct-20-2020
11:57:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
116.0

Initial Entry

3. Unit:

Date Location User Value Reason

Oct-20-2020
11:57:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason

Oct-20-2020
11:57:21

ACV0PF
EINFP60

Data Entry:
67.0

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) (4)

(b) (4), 
(b) (6)
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

(UTC-05:00) Eastern
Time (US & Canada)

00 

5. Unit:

Date Location User Value Reason

Oct-20-2020
11:57:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Oct-20-2020 11:57:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
18.2

Initial Entry

7.a

Date Location User Value Reason

Oct-20-2020
11:57:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Record Identifi
er::

1

Temperature: 97.9

Temperature U
nit:

F

Temperature L
ocation::

ORAL CA
VITY

Initial Entry

7.a Record Identifier:09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

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

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) (4)

FDA-CBER-2022-5812-0494752
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Date Location User Value Reason

Oct-20-2020
11:57:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Oct-20-2020
11:57:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
97.9

Initial Entry

7.a Unit:

Date Location User Value Reason

Oct-20-2020
11:57:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
F

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Oct-20-2020
11:57:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
ORAL CAVITY

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Randomization Date :

Date Location User Value Reason

Oct-20-2020
11:57:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Oct/20/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Oct-20-2020
11:57:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
20120

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) (4)
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-20-2020
12:25:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-20-2020
12:25:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-20-2020
12:25:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Oct-20-2020
12:25:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and09

01
77

e1
98

91
a0

42
\F

in
al

\F
in

al
 O

n:
 1

1-
N

ov
-2

02
1 

01
:2

1 
(G

M
T

)

(b) (4)
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

correct as
appropriate.

Oct-20-2020
12:25:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Date of Collection:

Oct/20/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-20-2020
12:25:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BR2MJT

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-20-2020
12:25:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BR2MJT

Initial Entry

5.b

Date Location User Value Reason

Oct-20-2020
12:25:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BR2MJV

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) (4)
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

5.b Sample ID

Date Location User Value Reason

Oct-20-2020
12:25:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BR2MJV

Initial Entry

5.c

Date Location User Value Reason

Oct-20-2020
12:25:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BNWZHN

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-20-2020
12:25:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BNWZHN

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) (4)
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Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-20-2020
12:25:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-20-2020
12:25:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-20-2020
12:25:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Oct-20-2020
12:25:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and09

01
77

e1
98

91
a0

42
\F

in
al

\F
in

al
 O

n:
 1

1-
N

ov
-2

02
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01
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correct as
appropriate.

Oct-20-2020
12:25:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Date of Collection:

Oct/20/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-20-2020
12:25:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BPBXBN

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-20-2020
12:25:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BPBXBN

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Oct-20-2020
11:58:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Oct-20-2020 11:58:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Oct-20-2020 11:58:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Oct-20-2020
11:58:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Oct/20/2020 09:46

Initial Entry

09
01

77
e1

98
91

a0
42
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5. Anatomical Location:

Date Location User Value Reason

Oct-20-2020 11:58:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Oct-20-2020
11:58:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Oct-20-2020 11:58:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Oct-20-2020 11:58:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIE
D OBSERVATION PERIOD

Initial Entry

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

Date Location User Value Reason09
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77
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\F
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Oct-20-2020
11:58:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

09
01
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42
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Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Oct-20-2020
11:58:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES - REACTOGENICITY
E-DIARY COLLECTED FO
R THIS SUBJECT

Initial Entry

09
01

77
e1
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91

a0
42
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Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-10-2020
13:47:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Nov/10/2020

Initial Entry

09
01
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91

a0
42
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Back to Form

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

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptom:: FE

V
ER

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

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
FEVER

Initial Entry

09
01

77
e1

98
91

a0
42
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2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptom:: FA

TI
GU
E

Were fever or systemi
c symptoms present o
n the last day the Subj
ect Diary was complet
ed?:

NO

Initial Entry

09
01
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91
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2.b Symptom:

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
FATIGUE

Initial Entry

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

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptom:: HE

AD
AC
HE

Were fever or systemi
c symptoms present o
n the last day the Sub
ject Diary was compl
eted?:

NO

Initial Entry

09
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77
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91
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42
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2.c Symptom:

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
HEADACHE

Initial Entry

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

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptom:: C

HI
LL
S

Were fever or systemic
symptoms present on t
he last day the Subject
Diary was completed?
:
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O

Initial Entry
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2.d Symptom:

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
CHILLS

Initial Entry

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

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptom:: VO

MI
TIN
G

Were fever or systemi
c symptoms present o
n the last day the Sub
ject Diary was compl
eted?:

NO

Initial Entry
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2.e Symptom:

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
VOMITING

Initial Entry

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

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2.f

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptom:: DI

AR
RH
EA

Were fever or systemi
c symptoms present o
n the last day the Sub
ject Diary was compl
eted?:

NO

Initial Entry
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2.f Symptom:

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
DIARRHEA

Initial Entry

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

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptom:: NEW O

R WOR
SENED
MUSCL
E PAIN

Were fever or sys
temic symptoms
present on the las
t day the Subject
Diary was compl
eted?:

NO

Initial Entry
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2.g Symptom:

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NEW OR WORSENED MU
SCLE PAIN

Initial Entry

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

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2.h

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptom:: NEW O

R WOR
SENED
JOINT
PAIN

Were fever or sys
temic symptoms
present on the las
t day the Subject
Diary was comple
ted?:

NO

Initial Entry
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2.h Symptom:

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NEW OR WORSENED JOI
NT PAIN

Initial Entry

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

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
LEFT

Initial Entry

09
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(b) (4)
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5.a

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Injection Site Reactio
n::

RE
DN
ES
S

Were injection site re
actions present on the
last day the Subject D
iary was completed?:

NO

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
REDNESS

Initial Entry

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

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

5.b

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al
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n:
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(b) (4)
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Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Injection Site Reactio
n::

SW
ELL
ING

Were injection site re
actions present on th
e last day the Subject
Diary was completed
?:

NO

Initial Entry

5.b Injection Site Reaction:

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
SWELLING

Initial Entry

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

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

09
01

77
e1

98
91

a0
42

\F
in

al
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in
al
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Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Injection Site Reac
tion::

PAIN
AT IN
JECTI
ON SI
TE

Were injection site
reactions present o
n the last day the S
ubject Diary was c
ompleted?:

NO

Initial Entry

5.c Injection Site Reaction:

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
PAIN AT INJECTION SITE

Initial Entry

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

Date Location User Value Reason

Nov-10-2020
13:47:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al
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n:
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Back to Form

1. Date:

Date Location User Value Reason

Nov-10-2020
13:47:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Nov/10/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-10-2020
13:47:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Record Identifi
er::

1

Temperature: 97.7

Temperature U
nit:

F

Temperature L
ocation::

ORAL CA
VITY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-10-2020
13:47:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
1

Initial Entry

2.a Temperature:

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al
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Date Location User Value Reason

Nov-10-2020
13:47:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
97.7

Initial Entry

2.a Unit:

Date Location User Value Reason

Nov-10-2020
13:47:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
F

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Nov-10-2020
13:47:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
ORAL CAVITY

Initial Entry

09
01

77
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91

a0
42
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Back to Form

1. Data Origin

Date Location User Value Reason

Nov-10-2020
13:48:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-10-2020
13:48:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-10-2020
13:48:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Nov-10-2020
13:48:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and09

01
77

e1
98

91
a0

42
\F

in
al

\F
in

al
 O

n:
 1
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(b) (4)
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correct as
appropriate.

Nov-10-2020
13:48:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Date of Collection:

Nov/10/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-10-2020
13:48:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BR2MYS

Initial Entry

5.a Sample ID

Date Location User Value Reason

Nov-10-2020
13:48:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BR2MYS

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al
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n:
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Nov-10-2020
13:48:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Nov-10-2020
13:48:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Nov-10-2020
13:48:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Nov-10-2020
13:48:43
(UTC-05:00) Eastern

ACV0PF
EINFP60
00 

Data Entry:
Nov/10/2020 10:47

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
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in
al
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n:
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Time (US & Canada)

5. Anatomical Location:

Date Location User Value Reason

Nov-10-2020
13:48:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Nov-10-2020
13:48:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Nov-10-2020
13:48:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Nov-10-2020
13:48:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIE
D OBSERVATION PERIOD

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

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

Date Location User Value Reason

Nov-10-2020
13:48:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:
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Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-08-2020
11:38:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Dec/8/2020

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
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in
al
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n:
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Back to Form

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

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptom:: FE

V
ER

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

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
FEVER

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
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in
al

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

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptom:: FA

TI
GU
E

Were fever or systemi
c symptoms present o
n the last day the Subj
ect Diary was complet
ed?:

NO

Initial Entry

09
01

77
e1
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91

a0
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2.b Symptom:

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
FATIGUE

Initial Entry

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

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptom:: HE

AD
AC
HE

Were fever or systemi
c symptoms present o
n the last day the Sub
ject Diary was compl
eted?:

NO

Initial Entry

09
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91
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42
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2.c Symptom:

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
HEADACHE

Initial Entry

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

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptom:: C

HI
LL
S

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

N
O

Initial Entry
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2.d Symptom:

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
CHILLS

Initial Entry

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

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptom:: VO

MI
TIN
G

Were fever or systemi
c symptoms present o
n the last day the Sub
ject Diary was compl
eted?:

NO

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) (4)

FDA-CBER-2022-5812-0494789



Page 222 of 380

***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

2.e Symptom:

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
VOMITING

Initial Entry

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

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2.f

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptom:: DI

AR
RH
EA

Were fever or systemi
c symptoms present o
n the last day the Sub
ject Diary was compl
eted?:

NO

Initial Entry
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2.f Symptom:

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
DIARRHEA

Initial Entry

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

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptom:: NEW O

R WOR
SENED
MUSCL
E PAIN

Were fever or sys
temic symptoms
present on the las
t day the Subject
Diary was compl
eted?:

NO

Initial Entry
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2.g Symptom:

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NEW OR WORSENED MU
SCLE PAIN

Initial Entry

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

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2.h

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptom:: NEW O

R WOR
SENED
JOINT
PAIN

Were fever or sys
temic symptoms
present on the las
t day the Subject
Diary was comple
ted?:

NO

Initial Entry

09
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2.h Symptom:

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NEW OR WORSENED JOI
NT PAIN

Initial Entry

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

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
LEFT

Initial Entry

09
01
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5.a

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Injection Site Reactio
n::

RE
DN
ES
S

Were injection site re
actions present on the
last day the Subject D
iary was completed?:

NO

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
REDNESS

Initial Entry

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

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

5.b

09
01

77
e1
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91

a0
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Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Injection Site Reactio
n::

SW
ELL
ING

Were injection site re
actions present on th
e last day the Subject
Diary was completed
?:

NO

Initial Entry

5.b Injection Site Reaction:

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
SWELLING

Initial Entry

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

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason
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Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Injection Site Reac
tion::

PAIN
AT IN
JECTI
ON SI
TE

Were injection site
reactions present o
n the last day the S
ubject Diary was c
ompleted?:

NO

Initial Entry

5.c Injection Site Reaction:

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
PAIN AT INJECTION SITE

Initial Entry

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

Date Location User Value Reason

Dec-08-2020
11:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

09
01

77
e1

98
91

a0
42
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Back to Form

1. Data Origin

Date Location User Value Reason

Dec-08-2020
12:11:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Dec-08-2020
12:11:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Dec-08-2020
12:11:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Dec-08-2020
12:11:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and09

01
77

e1
98

91
a0

42
\F

in
al

\F
in

al
 O

n:
 1

1-
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(b) (4)
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correct as
appropriate.

Dec-08-2020
12:11:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Date of Collection:

Dec/8/2020

Initial Entry

5.a

Date Location User Value Reason

Dec-08-2020
12:11:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BR2MTP

Initial Entry

5.a Sample ID

Date Location User Value Reason

Dec-08-2020
12:11:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BR2MTP

Initial Entry

5.b

Date Location User Value Reason

Dec-08-2020
12:12:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BR2MTR

Initial Entry

09
01
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5.b Sample ID

Date Location User Value Reason

Dec-08-2020
12:12:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BR2MTR

Initial Entry

5.c

Date Location User Value Reason

Dec-08-2020
12:12:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BSJKCM

Initial Entry

5.c Sample ID

Date Location User Value Reason

Dec-08-2020
12:12:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BSJKCM

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

May-07-2021
16:51:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
May/7/2021

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

May-07-2021
16:51:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

May-07-2021
16:51:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

May-07-2021
16:51:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

May-07-2021
16:51:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and09

01
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98
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correct as
appropriate.

May-07-2021
16:51:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Date of Collection:

May/7/2021

Initial Entry

5.a

Date Location User Value Reason

May-07-2021
16:51:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BR7ZLG

Initial Entry

5.a Sample ID

Date Location User Value Reason

May-07-2021
16:51:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BR7ZLG

Initial Entry

5.b

Date Location User Value Reason

May-07-2021
16:51:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BR7ZLH

Initial Entry
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5.b Sample ID

Date Location User Value Reason

May-07-2021
16:51:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BR7ZLH

Initial Entry

5.c

Date Location User Value Reason

May-07-2021
16:52:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BS9DG0

Initial Entry

5.c Sample ID

Date Location User Value Reason

May-07-2021
16:52:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BS9DG0

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) (4)

FDA-CBER-2022-5812-0494803
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Apr/13/2021

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: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Date of Visit

Date Location User Value Reason

Apr-14-2021
07:44:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 2: Deleted Close Auto
Query

Apr-14-2021
07:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

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.

Apr-14-2021
07:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

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. Please09

01
77

e1
98

91
a0

42
\F

in
al

\F
in

al
 O

n:
 1

1-
N

ov
-2

02
1 

01
:2

1 
(G

M
T

)

(b) (4)

FDA-CBER-2022-5812-0494804



Page 237 of 380

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Apr/13/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
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Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

review and
update as
appropriate.

Apr-14-2021
07:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Apr/13/2021

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Apr-14-2021
07:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
COVID_A

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) (4)

FDA-CBER-2022-5812-0494805
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Apr/13/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 13-Apr-2021 01:38 Form Status: Data Complete, Frozen

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Apr/13/2021

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Apr/9/2021

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

May-12-2021
17:19:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Date of Last Symptom Res
olved:

Apr/20/2021

New
Information

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) (4)

FDA-CBER-2022-5812-0494806
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Apr/13/2021
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Form Version: 13-Apr-2021 01:38 Form Status: Data Complete, Frozen

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

4.a

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptoms: FEVER

Symptom Present: NO

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
FEVER

Initial Entry

4.a Was symptom present?

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

4.b

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptom
s:

NEW OR INCR
EASED COUG
H

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) (4)

FDA-CBER-2022-5812-0494807
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Apr/13/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 13-Apr-2021 01:38 Form Status: Data Complete, Frozen

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Symptom
Present:

YES

4.b Symptoms:

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NEW OR INCREASED CO
UGH

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

4.c

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sympt
oms:

NEW OR INCRE
ASED SHORTNE
SS OF BREATH

Sympt
om Pre
sent:

NO

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) (4)

FDA-CBER-2022-5812-0494808
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Apr/13/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 13-Apr-2021 01:38 Form Status: Data Complete, Frozen

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

4.c Symptoms:

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NEW OR INCREASED SH
ORTNESS OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

4.d

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptoms: CHILL

S

Symptom Present
:

NO

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) (4)

FDA-CBER-2022-5812-0494809
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Apr/13/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 13-Apr-2021 01:38 Form Status: Data Complete, Frozen
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

4.d Symptoms:

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

4.e

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sympto
ms:

NEW OR INCRE
ASED MUSCLE
PAIN

Sympto
m Prese
nt:

NO

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) (4)

FDA-CBER-2022-5812-0494810
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Apr/13/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 13-Apr-2021 01:38 Form Status: Data Complete, Frozen

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

4.e Symptoms:

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NEW OR INCREASED MU
SCLE PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sympto
ms:

NEW LOSS OF
TASTE OR SME
LL

Sympto
m Presen
t:

NO

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) (4)

FDA-CBER-2022-5812-0494811
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

4.f Symptoms:

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NEW LOSS OF TASTE OR
SMELL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

4.g

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sympto
ms:

NEW OR INCRE
ASED SORE TH
ROAT

Sympto
m Prese
nt:

NO

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) (4)

FDA-CBER-2022-5812-0494812
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

4.g Symptoms:

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NEW OR INCREASED SO
RE THROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

4.h

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptoms: DIARRH

EA

Symptom Prese
nt:

NO

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) (4)
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4.h Symptoms:

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

4.i

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptoms: VOMITIN

G

Symptom Prese
nt:

NO

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) (4)
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4.i Symptoms:

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Apr-14-2021
07:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

5.a

Date Location User Value Reason

Apr-14-2021
07:42:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptoms - Other: fatigue

Initial Entry

5.a Symptoms - Other Text:

Date Location User Value Reason

Apr-14-2021
07:42:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
fatigue

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) (4)
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5.b

Date Location User Value Reason

Apr-14-2021
07:42:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptoms - O
ther:

nasal conge
stion

Initial Entry

5.b Symptoms - Other Text:

Date Location User Value Reason

Apr-14-2021
07:42:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
nasal congestion

Initial Entry

5.c

Date Location User Value Reason

Apr-14-2021
07:42:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptoms - Other
:

syncop
e

Initial Entry

5.c Symptoms - Other Text:

Date Location User Value Reason

Apr-14-2021
07:42:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
syncope

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) (4)
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Date Location User Value Reason

Apr-14-2021
07:43:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Form Created
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Apr-14-2021
07:43:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Apr/13/2021

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Apr-14-2021
07:43:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
SWABBED MATERIAL

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Apr-14-2021
07:43:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NASOPHARYNX

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason

Apr-14-2021
07:43:30
(UTC-05:00) Eastern

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SEVERE ACUTE RESP SYN
DROME CORONAVIRUS 2

Initial Entry
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Time (US & Canada)

5. Device Type:

Date Location User Value Reason

Apr-14-2021
07:43:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SARS-COV-2 DIAGNOSTIC
TEST

Initial Entry

6. Trade Name:

Date Location User Value Reason

Apr-14-2021
07:43:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BD SARS-COV-2REAGEN
TS FOR BD MAX SYSTE
M

Initial Entry

7. Test Result:

Date Location User Value Reason

Apr-14-2021
07:43:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NEGATIVE

Initial Entry

09
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a0
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Data Origin

Date Location User Value Reason

Apr-14-2021
07:43:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Apr-14-2021
07:43:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Apr-14-2021
07:43:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

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

Apr-14-2021 ACV0PF Data Entry: Initial Entry09
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07:43:57
(UTC-05:00) Eastern
Time (US & Canada)

EINFP60
00 

no self swab collected
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Unscheduled Visit on Apr/13/2021
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SWAB - eCRF Audit Trail History

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Data Origin

Date Location User Value Reason

Apr-14-2021
07:44:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Apr-14-2021
07:44:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Apr-14-2021
07:44:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Apr-14-2021
07:44:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and09

01
77

e1
98

91
a0

42
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correct as
appropriate.

Apr-14-2021
07:44:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Date of Collection:

Apr/13/2021

Initial Entry

5.a

Date Location User Value Reason

Apr-14-2021
07:44:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BRLVHT

Initial Entry

5.a Sample ID

Date Location User Value Reason

Apr-14-2021
07:44:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BRLVHT

Initial Entry

09
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Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1.a

Date Location User Value Reason

Apr-14-2021
07:45:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Type of Practition
er:

SPECI
ALIST

Occurrence of Vis
its or Contacts:

NO

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Apr-14-2021
07:45:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Apr-14-2021
07:45:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

1.b

Date Location User Value Reason
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Apr-14-2021
07:45:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Type of Practit
ioner:

EMERGE
NCY ROO
M

Occurrence of
Visits or Conta
cts:

NO

Initial Entry

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Apr-14-2021
07:45:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
EMERGENCY ROOM

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Apr-14-2021
07:45:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

1.c

Date Location User Value Reason

Apr-14-2021
07:45:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Type of Prac
titioner:

PRIMARY C
ARE PHYSI
CIAN

Initial Entry
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Occurrence
of Visits or
Contacts:

YES
Number of V
isits or Cont
acts:

1

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Apr-14-2021
07:45:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
PRIMARY CARE PHYSICI
AN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Apr-14-2021
07:45:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Number of Visits or Contac
ts:

1

Initial Entry

1.d

Date Location User Value Reason

Apr-14-2021
07:45:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Type of Practitio
ner:

URGEN
T CARE

Initial Entry
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Occurrence of Vi
sits or Contacts:

NO

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Apr-14-2021
07:45:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Apr-14-2021
07:45:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

1.e

Date Location User Value Reason

Apr-14-2021
07:45:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Type of Prac
titioner:

TELEPHON
E CONSULT
ATION

Occurrence
of Visits or C
ontacts:

NO

Initial Entry

09
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1.e Physician or Healthcare Professional:

Date Location User Value Reason

Apr-14-2021
07:45:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
TELEPHONE CONSULTAT
ION

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Apr-14-2021
07:45:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

1.f

Date Location User Value Reason

Apr-14-2021
07:45:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Type of Practitioner
:

OTH
ER

Occurrence of Visits
or Contacts:

NO

Initial Entry
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1.f Physician or Healthcare Professional:

Date Location User Value Reason

Apr-14-2021
07:45:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Apr-14-2021
07:45:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

Apr-14-2021
07:45:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

09
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Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Apr-14-2021
07:45:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-19 ILL
NESS

Initial Entry

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

Date Location User Value Reason

Apr-14-2021
07:45:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason

Apr-14-2021
07:45:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
2

Initial Entry
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Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Date of Visit

Date Location User Value Reason

May-12-2021
17:27:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 2: Deleted Close Auto
Query

May-12-2021
17:25:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

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.

May-12-2021
17:25:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

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. Please09
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review and
update as
appropriate.

May-12-2021
17:25:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
May/12/2021

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

May-12-2021
17:25:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
COVID_B

Initial Entry
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Back to Form

1. Date of Assessment:

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
May/12/2021

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
May/8/2021

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Jul-20-2021
11:16:14
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Date of Last Symptom R
esolved:

May/16/2021

New
Information

Jul-12-2021
11:31:16
(UTC-05:00)
Eastern Time (US &

ACV0PF
EINFP60
00 

Query 1: Closed Response
satisfies query

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) (4)

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

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

FDA-CBER-2022-5812-0494833



Page 266 of 380

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on May/12/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 30-Apr-2021 01:47 Form Status: Data Complete

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Canada)

Jul-12-2021
08:50:15
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Answered yes this
information will
be collected at
the 103 phone
contact.

Jul-12-2021
07:01:51
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Reissued:Opened ClinQuery:
Please confirm if
it is possible to
obtain the
information at
the next
scheduled visit
(v103)?

Jul-05-2021
08:19:47
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Answered our site has been
in contact with
the cra on this
issue and there is
no direct answer
on when to
collect this stop
date since this
will have to be
unplanned phone
contact since the
convalescent
visit has been
removed

Jul-05-2021
05:51:18
(UTC-05:00)

ACV0PF
EINFP60
00 

Query 1: Reissued:Opened CLINQUERY:
Please confirm if
contact has been09
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Eastern Time (US &
Canada)

made with your
CRA and a
tentative date of
when you will
be able to update
the details.
Thank you.

Jun-25-2021
14:59:39
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Answered our site has
reached out to
our cra and this
question has
been moved up
how to contact
this since this
will be
unscheduled
phone contact

Jun-25-2021
10:10:45
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Reissued:Opened CLIQUERY:
Please confirm if
the contact has
been made and
when you will
be able to update
the details.
Thank you.

Jun-21-2021
13:22:55
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Answered no date is set
since PA16 for
no convalescent
visits. this will
have to be an
unscheduled
phone contact to09
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collect this data.

Jun-21-2021
12:01:10
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Reissued:Opened CLIQUERY:
Please let us
know tentative
date by when
you will be able
to update the
details. Thank
you.

Jun-15-2021
08:09:25
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Answered this information
will be collected
from subject.

Jun-15-2021
04:29:05
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Opened CLINQUERY:
Vaccination
V101_VAX3
was performed
on 01Jun2021.
Please clarify
whether the
reported
symptoms are
still ongoing? If
symptoms have
ended, please
update
‘Symptoms
Ongoing’ on to
‘NO’ and add
Date of Last
Symptom09
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Resolved on the
CRF

May-12-2021
17:26:11
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

4.a

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptoms: FEVER

Symptom Present: YES

Initial Entry

4.a Symptoms:

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
FEVER

Initial Entry

4.a Was symptom present?

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

09
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4.b

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptom
s:

NEW OR INCR
EASED COUG
H

Symptom
Present:

YES

Initial Entry

4.b Symptoms:

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NEW OR INCREASED CO
UGH

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

4.c

Date Location User Value Reason

May-12-2021
17:26:11

ACV0PF
EINFP60

Data Entry:
Sympt NEW OR INCRE

Initial Entry
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(UTC-05:00) Eastern
Time (US & Canada)

00  oms: ASED SHORTNE
SS OF BREATH

Sympt
om Pre
sent:

NO

4.c Symptoms:

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NEW OR INCREASED SH
ORTNESS OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

4.d

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptoms: CHILL

S

Symptom Present
:

NO

Initial Entry
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4.d Symptoms:

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

4.e

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sympto
ms:

NEW OR INCRE
ASED MUSCLE
PAIN

Sympto
m Prese
nt:

NO

Initial Entry

09
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77
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4.e Symptoms:

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NEW OR INCREASED MU
SCLE PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sympto
ms:

NEW LOSS OF
TASTE OR SME
LL

Sympto
m Presen
t:

NO

Initial Entry
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4.f Symptoms:

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NEW LOSS OF TASTE OR
SMELL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

4.g

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sympto
ms:

NEW OR INCRE
ASED SORE TH
ROAT

Sympto
m Prese
nt:

YES

Initial Entry
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4.g Symptoms:

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NEW OR INCREASED SO
RE THROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

4.h

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptoms: DIARRH

EA

Symptom Prese
nt:

NO

Initial Entry
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4.h Symptoms:

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

4.i

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptoms: VOMITIN

G

Symptom Prese
nt:

NO

Initial Entry
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4.i Symptoms:

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

May-12-2021
17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

May-12-2021
17:26:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

2. Specimen Type:

Date Location User Value Reason

May-12-2021
17:26:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

May-12-2021
17:26:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason

May-12-2021
17:26:25

ACV0PF
EINFP60

Data Entry:
Not Done

Initial Entry

09
01

77
e1

98
91

a0
42

\F
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al
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in
al
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n:
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

(UTC-05:00) Eastern
Time (US & Canada)

00 

5. Device Type:

Date Location User Value Reason

May-12-2021
17:26:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

6. Trade Name:

Date Location User Value Reason

May-12-2021
17:26:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

7. Test Result:

Date Location User Value Reason

May-12-2021
17:26:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

8. Comments/Findings/Details:

Date Location User Value Reason

May-12-2021
17:26:25

ACV0PF
EINFP60

Data Entry:
Not Done

Initial Entry

09
01

77
e1

98
91

a0
42
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\F

in
al
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

(UTC-05:00) Eastern
Time (US & Canada)

00 

9. Trade Name Other, Specify:

Date Location User Value Reason

May-12-2021
17:26:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

09
01

77
e1

98
91

a0
42
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al
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SWAB SELF - eCRF Audit Trail History

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Data Origin

Date Location User Value Reason

May-12-2021
17:26:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

May-12-2021
17:26:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

May-12-2021
17:26:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

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

May-12-2021 ACV0PF Data Entry: Initial Entry09
01

77
e1

98
91

a0
42
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

17:26:53
(UTC-05:00) Eastern
Time (US & Canada)

EINFP60
00 

no self swab collected

09
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on May/12/2021

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: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Data Origin

Date Location User Value Reason

May-12-2021
17:27:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

May-12-2021
17:27:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

May-12-2021
17:27:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

May-12-2021
17:27:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and09

01
77

e1
98

91
a0

42
\F

in
al
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in
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

correct as
appropriate.

May-12-2021
17:27:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Date of Collection:

May/12/2021

Initial Entry

5.a

Date Location User Value Reason

May-12-2021
17:27:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BRLVK9

Initial Entry

5.a Sample ID

Date Location User Value Reason

May-12-2021
17:27:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BRLVK9

Initial Entry

09
01
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91

a0
42
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Visit: POT_COVID_ILL 2 -
Unscheduled Visit on May/12/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 30-Apr-2021 01:37 Form Status: Data Complete, Frozen

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1.a

Date Location User Value Reason

May-12-2021
17:27:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Type of Practition
er:

SPECI
ALIST

Occurrence of Vis
its or Contacts:

NO

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

May-12-2021
17:27:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

May-12-2021
17:27:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

1.b

Date Location User Value Reason

09
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a0
42
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

May-12-2021
17:27:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Type of Practit
ioner:

EMERGE
NCY ROO
M

Occurrence of
Visits or Conta
cts:

NO

Initial Entry

1.b Physician or Healthcare Professional:

Date Location User Value Reason

May-12-2021
17:27:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
EMERGENCY ROOM

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

May-12-2021
17:27:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

1.c

Date Location User Value Reason

May-12-2021
17:27:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Type of Prac
titioner:

PRIMARY
CARE PHY
SICIAN

Initial Entry

09
01
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e1
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91

a0
42
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in
al
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Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 30-Apr-2021 01:37 Form Status: Data Complete, Frozen

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---
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Occurrence o
f Visits or Co
ntacts:

NO

1.c Physician or Healthcare Professional:

Date Location User Value Reason

May-12-2021
17:27:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
PRIMARY CARE PHYSICI
AN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

May-12-2021
17:27:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

1.d

Date Location User Value Reason

May-12-2021
17:27:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Type of Practitio
ner:

URGEN
T CARE

Occurrence of Vi
sits or Contacts:

NO

Initial Entry

09
01

77
e1

98
91

a0
42
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Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

1.d Physician or Healthcare Professional:

Date Location User Value Reason

May-12-2021
17:27:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

May-12-2021
17:27:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

1.e

Date Location User Value Reason

May-12-2021
17:27:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Type of Prac
titioner:

TELEPHON
E CONSULT
ATION

Occurrence
of Visits or C
ontacts:

NO

Initial Entry

09
01

77
e1
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91

a0
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1.e Physician or Healthcare Professional:

Date Location User Value Reason

May-12-2021
17:27:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
TELEPHONE CONSULTAT
ION

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

May-12-2021
17:27:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

1.f

Date Location User Value Reason

May-12-2021
17:27:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Type of Practitioner
:

OTH
ER

Occurrence of Visits
or Contacts:

NO

Initial Entry

09
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1.f Physician or Healthcare Professional:

Date Location User Value Reason

May-12-2021
17:27:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

May-12-2021
17:27:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

May-12-2021
17:27:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

09
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Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

May-12-2021
17:27:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-19 ILL
NESS

Initial Entry

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

Date Location User Value Reason

May-12-2021
17:27:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason

May-12-2021
17:27:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
1

Initial Entry

09
01

77
e1

98
91

a0
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Date of Visit

Date Location User Value Reason

May-12-2021
17:20:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
May/12/2021

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

May-12-2021
17:20:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
COVID_A1

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:
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N
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(b) (6)

(b) (4)
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 -
Unscheduled Visit on May/12/2021

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

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Data Origin

Date Location User Value Reason

May-12-2021
17:21:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

May-12-2021
17:21:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

May-12-2021
17:21:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

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

May-12-2021 ACV0PF Data Entry: Initial Entry09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
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1 
01
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1 
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T
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(b) 
(4), 

(b) (6)

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

(b) (4)
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 -
Unscheduled Visit on May/12/2021

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

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

17:21:10
(UTC-05:00) Eastern
Time (US & Canada)

EINFP60
00 

no blood draw collected sinc
e blood collected at visit 4 o
n 07may2021

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4), 
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-03-2021
09:49:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Feb/3/2021

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
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1 
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(b) 
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(b) (6)

(b) (4)
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: INFORMED CONSENT - ASYMPTOMATIC
SURVEILLANCE - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:29 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Consent Was:

Date Location User Value Reason

Feb-03-2021
09:49:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
OBTAINED

Date Written Consent Obta
ined

Feb/3/2021

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
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in
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 O
n:

 1
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(b) 
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(b) (6)

(b) (4)
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

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

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-03-2021
11:01:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-03-2021
11:01:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-03-2021
11:01:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-03-2021
11:01:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and09

01
77

e1
98

91
a0

42
\F

in
al

\F
in

al
 O

n:
 1

1-
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(b) (4)
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

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

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

correct as
appropriate.

Feb-03-2021
11:01:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Date of Collection:

Feb/3/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-03-2021
11:01:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BR7LKF

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-03-2021
11:01:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BR7LKF

Initial Entry

5.b

Date Location User Value Reason

Feb-03-2021
11:01:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BR7LKG

Initial Entry

09
01

77
e1

98
91

a0
42

\F
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(4), 
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(b) (4)
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

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

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

5.b Sample ID

Date Location User Value Reason

Feb-03-2021
11:01:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BR7LKG

Initial Entry

5.c

Date Location User Value Reason

Feb-03-2021
11:01:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BSCK2D

Initial Entry

5.c Sample ID

Date Location User Value Reason

Feb-03-2021
11:01:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BSCK2D

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al
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n:
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1-

N
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(b) (6)

(b) (4)
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

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: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-03-2021
09:49:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-03-2021
09:49:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-03-2021
09:49:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-03-2021
09:49:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and09

01
77

e1
98

91
a0

42
\F

in
al

\F
in

al
 O

n:
 1

1-
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(b) (4)
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

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: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

correct as
appropriate.

Feb-03-2021
09:49:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Date of Collection:

Feb/3/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-03-2021
09:49:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BR7ZKV

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-03-2021
09:49:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BR7ZKV

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
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(b) 
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(b) (6)

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

(b) (6)

(b) (4)
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 1 -
Unscheduled Visit on Feb/17/2021

Form: DATE OF VISIT - ASYMPTOMATIC
SURVEILLANCE - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:22 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-17-2021
15:19:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Feb/17/2021

Initial Entry

3. COVID-19 Surveillance Visit:

Date Location User Value Reason

Feb-17-2021
15:19:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
SSWAB_WEEK2

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
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(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) (4)
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 1 -
Unscheduled Visit on Feb/17/2021

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

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-17-2021
15:20:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-17-2021
15:20:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-17-2021
15:20:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-17-2021
15:20:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and09

01
77

e1
98

91
a0

42
\F

in
al

\F
in

al
 O

n:
 1
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(b) 
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(b) (6)

(b) (4)
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 1 -
Unscheduled Visit on Feb/17/2021

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

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

correct as
appropriate.

Feb-17-2021
15:20:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Date of Collection:

Feb/17/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-17-2021
15:20:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: AA14004

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-17-2021
15:20:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
AA14004

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
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N
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 2 -
Unscheduled Visit on Mar/02/2021

Form: DATE OF VISIT - ASYMPTOMATIC
SURVEILLANCE - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:22 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-02-2021
10:44:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Mar/2/2021

Initial Entry

3. COVID-19 Surveillance Visit:

Date Location User Value Reason

Mar-02-2021
10:44:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
SSWAB_WEEK4

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
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(b) (6)

(b) (4)
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 2 -
Unscheduled Visit on Mar/02/2021

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

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-02-2021
10:44:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-02-2021
10:44:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-02-2021
10:45:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Mar-02-2021
10:44:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and09

01
77

e1
98

91
a0

42
\F

in
al

\F
in

al
 O

n:
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(b) 
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(b) (6)

(b) (4)
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 2 -
Unscheduled Visit on Mar/02/2021

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

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

correct as
appropriate.

Mar-02-2021
10:44:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Date of Collection:

Mar/2/2021

Initial Entry

5.a

Date Location User Value Reason

Mar-02-2021
10:45:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: AA13538

Initial Entry

5.a Sample ID

Date Location User Value Reason

Mar-02-2021
10:45:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
AA13538

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
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N
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(b) (6)

(b) (4)
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 3 -
Unscheduled Visit on Mar/12/2021

Form: DATE OF VISIT - ASYMPTOMATIC
SURVEILLANCE - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:22 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-12-2021
19:20:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Mar/12/2021

Initial Entry

3. COVID-19 Surveillance Visit:

Date Location User Value Reason

Mar-12-2021
19:20:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
SSWAB_WEEK6

Initial Entry

09
01

77
e1

98
91

a0
42

\F
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al
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n:
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(b) 
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(b) (6)

(b) (4)

FDA-CBER-2022-5812-0494876
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 3 -
Unscheduled Visit on Mar/12/2021

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

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-12-2021
19:20:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-12-2021
19:20:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-12-2021
19:20:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Mar-12-2021
19:20:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and09

01
77

e1
98

91
a0

42
\F

in
al

\F
in

al
 O

n:
 1
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(b) (4)

FDA-CBER-2022-5812-0494877
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 3 -
Unscheduled Visit on Mar/12/2021

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

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

correct as
appropriate.

Mar-12-2021
19:20:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Date of Collection:

Mar/12/2021

Initial Entry

5.a

Date Location User Value Reason

Mar-12-2021
19:20:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: AA44051

Initial Entry

5.a Sample ID

Date Location User Value Reason

Mar-12-2021
19:20:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
AA44051

Initial Entry

09
01

77
e1

98
91

a0
42

\F
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al
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al
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n:
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(4), 

(b) (6)

(b) (4)

FDA-CBER-2022-5812-0494878
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 4 -
Unscheduled Visit on Mar/23/2021

Form: DATE OF VISIT - ASYMPTOMATIC
SURVEILLANCE - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:22 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-23-2021
09:08:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Mar/23/2021

Initial Entry

3. COVID-19 Surveillance Visit:

Date Location User Value Reason

Mar-23-2021
09:08:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
SSWAB_WEEK8

Initial Entry

09
01

77
e1

98
91

a0
42

\F
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al
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n:
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(4), 

(b) (6)

(b) (4)

FDA-CBER-2022-5812-0494879
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 4 -
Unscheduled Visit on Mar/23/2021

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

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-23-2021
09:08:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-23-2021
09:08:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-23-2021
09:08:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Mar-23-2021
09:08:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and09

01
77

e1
98

91
a0

42
\F

in
al

\F
in

al
 O

n:
 1
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(b) (6)

(b) (4)

FDA-CBER-2022-5812-0494880
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 4 -
Unscheduled Visit on Mar/23/2021

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

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

correct as
appropriate.

Mar-23-2021
09:08:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Date of Collection:

Mar/23/2021

Initial Entry

5.a

Date Location User Value Reason

Mar-23-2021
09:08:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: AA44752

Initial Entry

5.a Sample ID

Date Location User Value Reason

Mar-23-2021
09:08:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
AA44752

Initial Entry

09
01

77
e1

98
91

a0
42

\F
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al
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al
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(b) (4)
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 5 -
Unscheduled Visit on Apr/05/2021

Form: DATE OF VISIT - ASYMPTOMATIC
SURVEILLANCE - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:22 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Date of Visit

Date Location User Value Reason

Apr-05-2021
15:35:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Apr/5/2021

Initial Entry

3. COVID-19 Surveillance Visit:

Date Location User Value Reason

Apr-05-2021
15:35:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
SSWAB_WEEK10

Initial Entry

09
01

77
e1

98
91

a0
42
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(4), 

(b) (6)

(b) (4)

FDA-CBER-2022-5812-0494882
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 5 -
Unscheduled Visit on Apr/05/2021

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

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Data Origin

Date Location User Value Reason

Apr-05-2021
15:36:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Apr-05-2021
15:36:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Apr-05-2021
15:36:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Apr-05-2021
15:36:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and09

01
77

e1
98

91
a0

42
\F

in
al

\F
in

al
 O

n:
 1

1-
N

ov
-2

02
1 

01
:2

1 
(G

M
T

)

(b) 
(4), 

(b) (6)

(b) (4)

FDA-CBER-2022-5812-0494883
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 5 -
Unscheduled Visit on Apr/05/2021

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

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

correct as
appropriate.

Apr-05-2021
15:36:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Date of Collection:

Apr/5/2021

Initial Entry

5.a

Date Location User Value Reason

Apr-05-2021
15:36:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: AA02337

Initial Entry

5.a Sample ID

Date Location User Value Reason

Apr-05-2021
15:36:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
AA02337

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al
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n:
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(4), 

(b) (6)

(b) (4)

FDA-CBER-2022-5812-0494884
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 6 -
Unscheduled Visit on Apr/16/2021

Form: DATE OF VISIT - ASYMPTOMATIC
SURVEILLANCE - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:22 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Date of Visit

Date Location User Value Reason

Apr-16-2021
09:00:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Apr/16/2021

Initial Entry

3. COVID-19 Surveillance Visit:

Date Location User Value Reason

Apr-16-2021
09:00:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
SSWAB_WEEK12

Initial Entry

09
01

77
e1

98
91

a0
42

\F
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al
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al
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(4), 

(b) (6)

(b) (4)

FDA-CBER-2022-5812-0494885
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 6 -
Unscheduled Visit on Apr/16/2021

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

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Data Origin

Date Location User Value Reason

Apr-16-2021
09:00:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Apr-16-2021
09:00:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Apr-16-2021
09:00:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Apr-16-2021
09:00:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and09

01
77

e1
98

91
a0

42
\F

in
al

\F
in

al
 O

n:
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(b) (4)
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 6 -
Unscheduled Visit on Apr/16/2021

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

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

correct as
appropriate.

Apr-16-2021
09:00:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Date of Collection:

Apr/16/2021

Initial Entry

5.a

Date Location User Value Reason

Apr-16-2021
09:00:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: AA02334

Initial Entry

5.a Sample ID

Date Location User Value Reason

Apr-16-2021
09:00:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
AA02334

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
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al
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 7 -
Unscheduled Visit on Apr/28/2021

Form: DATE OF VISIT - ASYMPTOMATIC
SURVEILLANCE - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:22 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Date of Visit

Date Location User Value Reason

Apr-28-2021
16:51:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Apr/28/2021

Initial Entry

3. COVID-19 Surveillance Visit:

Date Location User Value Reason

Apr-28-2021
16:51:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
SSWAB_WEEK14

Initial Entry

09
01

77
e1

98
91

a0
42
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 7 -
Unscheduled Visit on Apr/28/2021

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

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Data Origin

Date Location User Value Reason

Apr-28-2021
16:51:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Apr-28-2021
16:51:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Apr-28-2021
16:52:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Apr-28-2021
16:51:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and09

01
77

e1
98

91
a0

42
\F

in
al

\F
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 7 -
Unscheduled Visit on Apr/28/2021

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

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

correct as
appropriate.

Apr-28-2021
16:51:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Date of Collection:

Apr/28/2021

Initial Entry

5.a

Date Location User Value Reason

Apr-28-2021
16:52:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: AA44052

Initial Entry

5.a Sample ID

Date Location User Value Reason

Apr-28-2021
16:52:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
AA44052

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al
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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: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Dec-08-2020
11:38:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Dec/8/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Dec-08-2020
11:38:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Dec-08-2020
11:38:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
COMPLETED

Initial Entry
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(b) (6)

(b) (4)
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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: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Date of Visit

Date Location User Value Reason

Jul-21-2021
03:23:08
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Closed As per site
confirmation -
updated PD
tracker

Jul-20-2021
07:49:31
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Answered Original value is
correct

Jul-20-2021
03:11:44
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Opened PDQ: DOV is
Out of Window
contact for
revaccination
visit and greater
than DOV at
Visit 4
(7May2021).
Please reconcile
and update
accordingly, else
clarify and
confirm date is
correct as is.

May-13-2021
17:51:27

ACV0PF
EINFP60

Data Entry:
May/13/2021

Initial Entry
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(b) (4), (b) (6)
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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: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

(UTC-05:00)
Eastern Time (US &
Canada)

00 
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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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

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

Date Location User Value Reason

May-13-2021
17:51:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Participant is willing to retur
n for Vaccination 3

Participant is:

eligible per local/national
recommendations and co
nfirmed to have received
only placebo at Vaccinati
on 1/2

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: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Date Location User Value Reason

Jul-20-2021
11:18:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Form Created
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Date Location User Value Reason

Aug-26-2021
15:08:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Form Created
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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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Category:

Date Location User Value Reason

Jul-20-2021 11:18:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jul-20-2021 11:18:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
1

Initial Entry

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

Date Location User Value Reason

Aug-20-2021
09:14:46
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 7: Closed Response
satisfies query

Aug-18-2021
07:42:01
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 7: Answered this information
has been sent on
16aug2021,
please see
follow-up sent
on this date
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Aug-18-2021
02:12:42
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 7: Reissued:Opened Clinical - Due to
pediatric data
cut, please
complete
reporting of this
seizure today /
Thank you

Aug-13-2021
14:12:24
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 7: Answered this will be
completed

Aug-13-2021
13:46:15
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 7: Opened Clinical - please
submit a SAE
update reporting
mother's
description of
observed
Seizure (eye
movements,
tongue biting,
tonic/clonic
limb
movements,
urination,
other). Did
subject have any
warning
sensation or
aura.

Aug-12-2021
19:45:15

ACV0PF
EINFP60

Query 6: Closed Response
satisfies query09
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(b) (4)
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

(UTC-05:00)
Eastern Time (US &
Canada)

00 

Aug-12-2021
19:45:03
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 5: Closed Response
satisfies query

Aug-12-2021
19:44:54
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 4: Closed Response
satisfies query

Aug-06-2021
15:14:53
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 5: Answered sae follow up is
being completed
and will be
faxed in today

Aug-06-2021
15:14:34
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 4: Answered sae follow-up is
being completed
and will be
faxed in today

Aug-06-2021
15:14:13
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 6: Answered follow-up is
being completed
at this time and
will be faxed
over today

Aug-06-2021
08:41:00

ACV0PF
EINFP60

Query 6: Opened Clinical -
Followup;09
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(b) (4), 
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(b) (4)
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

(UTC-05:00)
Eastern Time (US &
Canada)

00  please submit
information that
seizure was
witnessed (by
family) to SAE

Aug-06-2021
08:40:16
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 5: Opened Clinical -
Followup;
please submit
post-ictal period
information to
SAE

Aug-06-2021
08:39:37
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 4: Opened Clinical -
Followup;
please submit
full EEG report
to SAE

Aug-02-2021
13:18:21
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 3: Closed Query closed;
will follow for
requested EEG
information.

Aug-02-2021
13:17:30
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 2: Closed Query closed;
will follow for
requested
post-ictal
information.

Jul-27-2021
09:03:22
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 2: Answered this data will be
collected and
updated in sae
follow-up
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(b) (4)
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Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Jul-27-2021
09:01:24
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 3: Answered a updated sae
will be
completed with
eeg results.

Jul-26-2021
17:02:37
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 3: Opened Clinical - please
submit a SAE
update to report
the reading for
the diagnostic
EEG

Jul-26-2021
17:00:52
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 2: Opened Clinical - please
submit a SAE
report to clarify
if subject was
post-ictal for a
period (? how
long) after the
30 second
seizure on
29Jun21.

Jul-22-2021
17:26:46
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Closed Response
satisfies query

Jul-22-2021
17:04:41
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Answered family
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Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Jul-22-2021
09:58:43
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Reissued:Opened clinical: Thanks,
please clarify if
anyone
witnessed the
seizure eg
friend, family
etc.

Jul-21-2021
16:38:59
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Answered only pcp did
telehealth, no er
was seen. at this
time only eeg
done

Jul-21-2021
16:38:59
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
epilepsy

only pcp did
telehealth, no er
was seen. at this
time only eeg
done

Jul-21-2021
14:29:24
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Reissued:Opened clin: Thank you.
Pls advise if
seizure was
witnessed and if
so by whom,
where subject
was evaluated
eg PCP,
emergency room
etc, and if any
other testing has
been done eg
head CT or
MRI.
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Jul-21-2021
14:21:17
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
epilepsy, unspecified

Changed
Information

Jul-21-2021
14:16:11
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Answered this is new
diagnosis for
subject, eeg was
performed on
subject, at this
time epilepsy,
unspecified is
term. term will
be updated

Jul-21-2021
11:34:10
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Opened clin: please
confirm this is a
new diagnosis,
advise how
diagnosis made(
ie testing done,
where subject
evaluated) and
clarify if this
refers to a grand
mal seizure or
other type of
epilepsy. Thanks

Jul-20-2021
11:18:59
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
epilepsy

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

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

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

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

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

(b) (4)

FDA-CBER-2022-5812-0494903



Page 336 of 380

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

4. Start Date Time:

Date Location User Value Reason

Jul-20-2021 11:18:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Jun/29/2021 13:30

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Jul-20-2021 11:18:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Jul-20-2021 11:18:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

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

Aug-26-2021 ACV0PF Query 9: Closed Response09
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07:46:33
(UTC-05:00)
Eastern Time (US &
Canada)

EINFP60
00 

satisfies query

Aug-25-2021
07:32:21
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 9: Answered this was reported
in the sae
follow-up that
was sent on
20aug2021.

Aug-24-2021
22:09:20
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 9: Reissued:Opened Clinical - As
Syncope is
reported on the
COVID Illness
CRF, it should
NOT be reported
also as an AE on
the AE CRF. For
the SAE, the
Syncope is Past
med Hx - please
submit directly
to SAE (Past
med Hx, and any
details in
Narrative).

Aug-24-2021
15:51:46
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 9: Answered site will review
this with PI to
see if fall should
be an AE

Aug-24-2021
12:15:21

ACV0PF
EINFP60

Query 9: Reissued:Opened Clinical -
Followup on
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(UTC-05:00)
Eastern Time (US &
Canada)

00  24Aug21: please
review
Syncope/Fall for
AE reporting per
CRF completion
guidelines
Section 8.51.2.2
(syncope noted
on COVID
Illness Visit 1)

Aug-20-2021
11:54:37
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 9: Answered our site is
currently
working on this
and will get this
in before eob

Aug-20-2021
11:51:48
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 9: Reissued:Opened Clinical Thank
you; due to
upcoming
Pediatric data
cut, please
submit this
information
requested by
Safety as
quickly as
possible

Aug-20-2021
11:50:18
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 8: Closed required
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(b) (4), (b) (6)

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

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

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

(b) (4)

FDA-CBER-2022-5812-0494906
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Aug-20-2021
09:59:16
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 9: Answered this will be taken
to the
coordinator that
completed the
form and see if
this can be
completed.

Aug-20-2021
09:18:06
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 9: Opened Clinical - This
request refers to
the Syncope
documented in
Covid Illness
Visit 1 List of
Symptoms
(other
symptoms),
occurring in
April 2021.
Please add this
event as past
med Hx in SAE
Past med Hx
section.

Aug-18-2021
07:41:12
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 8: Answered subject did not
have a history in
april 2021

Aug-18-2021
02:11:48
(UTC-05:00)
Eastern Time (US &

ACV0PF
EINFP60
00 

Query 7: Closed requeried
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(b) (4), (b) (6)

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

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

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

(b) (4)

FDA-CBER-2022-5812-0494907
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Canada)

Aug-18-2021
00:19:36
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 8: Opened Clinical - loss of
consciousness in
a subject with
new seizure
disorder is
relevant medical
history; please
submit the
history of
syncopal episode
in April 2021

Aug-16-2021
16:50:29
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 7: Answered as per follow-up
reports, this sae
does not relate to
the april covid
illness visit.

Aug-16-2021
16:16:09
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 7: Opened Clinical -
followup; most
recent SAE
report
(13Aug21) did
not include the
history in April
of a syncopal
event (as
reported to
COVID illness
V); please
update SAE
report with this
recent history09
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al
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(b) (4), (b) (6)

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

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

(b) (4)

FDA-CBER-2022-5812-0494908
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Back to Form

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

Aug-16-2021
16:14:01
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 6: Closed Query closed;
will follow for
requested ER lab
test information.

Aug-13-2021
14:13:28
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 6: Answered this data will be
follow-up and
reported in
follow-up report
when data is
received at site

Aug-13-2021
13:47:12
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 6: Opened Clinical - please
submit a SAE
update to report
any laboratory
tests in ER,
including CBC,
electrolytes, any
infection
evaluation, or
other lab.09

01
77

e1
98

91
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(b) (4), (b) (6)

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

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

(b) (4)

FDA-CBER-2022-5812-0494909



Page 342 of 380

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Aug-13-2021
13:43:51
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 5: Closed Query closed;
will follow for
requested prior
syncope
information.

Aug-13-2021
10:27:26
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 5: Answered this data will be
collected and
updated

Aug-12-2021
19:47:01
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 5: Opened Clinical -
Followup: please
submit a SAE
update to report
the Syncope
event in April
2021 (as
document out of
AE CRF in
COVID Illness
visit)

Aug-12-2021
19:38:01
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 3: Closed Response
satisfies query

Aug-12-2021
19:37:43
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 4: Closed Response
satisfies query
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(b) (4), (b) (6)

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

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

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

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

(b) (4)

FDA-CBER-2022-5812-0494910
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Aug-06-2021
15:15:15
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 4: Answered sae is being
completed and
will be faxed in
today

Aug-06-2021
15:13:45
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 3: Answered a follow-up is
being completed
and will be
faxed today

Aug-06-2021
08:38:25
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 3: Reissued:Opene
d

Clinical - Thank
you; please
update as soon
as possible (for
pending
pediatric data
cut)

Aug-06-2021
08:37:33
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 4: Reissued:Opene
d

Clinical - Thank
you; please
update as soon
as possible (for
pending
pediatric data
cut)

Aug-02-2021
17:05:10
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 4: Answered this will be
added. no
history of febrile
seizure

Aug-02-2021 ACV0PF Query 3: Answered this will be
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(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-2022-5812-0494911
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17:04:43
(UTC-05:00)
Eastern Time (US &
Canada)

EINFP60
00 

updated even
though this did
not cause the
seizure

Aug-02-2021
13:16:16
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 4: Opened Clinical - please
submit a SAE
update to report
if the subject
ever experienced
a febrile seizure
in the past

Aug-02-2021
13:14:58
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 3: Reissued:Opene
d

Clinical - please
submit a SAE
update to state
the subject had
syncope in April
during an illness
with nasal
congestion and
other symptoms,
as documented
in COVID
Illness visit
report

Jul-27-2021
09:02:32
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 3: Answered this data will be
collected to see
if subject was
having any
symptoms still
from april covid
illness visit

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

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

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

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

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

(b) (4)

FDA-CBER-2022-5812-0494912
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Jul-26-2021
17:05:16
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 3: Opened Clinical - please
submit a SAE
update to report
the prior
symptoms
experienced by
the subject,
including
syncope,
summarized in
the 13Apr21
COVID Illness
visit

Jul-23-2021
05:23:21
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 2: Deleted Close Auto
Query

Jul-21-2021
16:39:29
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 2: Candidate For AE epilepsy:
Response to "Is
the adverse
event serious?"
is 'Yes' but
"Serious
Adverse Event
Number" is
blank.

Jul-21-2021
16:39:29
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Is this serious event asso
ciated with congenital an
omaly or birth defect?

Changed
Information
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(b) (4)
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NO

Did this serious event re
sult in death?

NO

Did this serious event re
quire or prolong hospital
ization?

NO

Did this serious event re
sult in persistent or signi
ficant disability/incapaci
ty?

NO

Is this serious event life t
hreatening?

NO

Other medically importa
nt serious event

YES

Jul-21-2021
14:27:20
(UTC-05:00)

ACV0PF
EINFP60
00 

Query 1: Closed Response
satisfies query
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(b) (4), (b) 
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Eastern Time (US &
Canada)

Jul-21-2021
14:17:59
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Answered after reviewing
protocol several
times and IME
has NA in the
section for this.

Jul-21-2021
11:37:41
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Opened clin: explain
why this does
not meet
seriousness
criteria including
for
IME-important
medical event
that does not
otherwise meet
seriousness
criteria. Thanks

Jul-20-2021
11:18:59
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

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

Jul-20-2021
11:18:59

ACV0PF
EINFP60

Data Entry:
NO

Initial Entry
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(b) (4), (b) 
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(b) (4)
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(UTC-05:00) Eastern
Time (US & Canada)

00 

9. Is this event related to study treatment:

Date Location User Value Reason

Jul-21-2021
14:27:32
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Closed Response
satisfies query

Jul-21-2021
14:17:00
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Answered subject not
febrile at time
of seizure

Jul-21-2021
11:36:06
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Opened clinical: please
advise if subject
febrile at time
of seizure.
Thanks

Jul-20-2021
11:18:59
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NOT RELATED

If Not Related to study tre
atment(s), this event is du
e to:

OTHER

If Other, specify:

Initial Entry
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(b) (4), (b) 
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(6)

(b) (4)
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epilepsy-idiopathic

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jul-20-2021
11:18:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Jul-21-2021
14:27:45
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Closed Response
satisfies query

Jul-21-2021
14:16:34
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Answered no medications

Jul-21-2021
11:34:33
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Opened clinical: pls
confirm subject
not given any
medication.
Thanks

Jul-20-2021
11:18:59

ACV0PF
EINFP60

Data Entry:
NO

Initial Entry
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(b) 
(4), 

(b) (6)

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

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

(b) (4)

FDA-CBER-2022-5812-0494917



Page 350 of 380

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

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

Site No: 1016 Site Name: (1016) Kentucky Pediatric Adult Research

Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

(UTC-05:00)
Eastern Time (US &
Canada)

00 

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jul-20-2021
11:18:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

Jul-20-2021
11:18:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NOT RECOVERED/NOT R
ESOLVED

Initial Entry

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

Date Location User Value Reason

Jul-20-2021
11:18:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason
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Jul-23-2021 05:23:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
202100933237

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Aug-26-2021
15:08:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Aug-26-2021
15:08:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
2

Initial Entry

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

Date Location User Value Reason

Aug-31-2021
09:02:19
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Closed Response
satisfies query

Aug-30-2021
13:08:57
(UTC-05:00)
Eastern Time (US &

ACV0PF
EINFP60
00 

Query 1: Answered per previous
query regarding
the sae they
wanted this to be09
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Canada) an ae

Aug-30-2021
10:17:21
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Reissued:Opened clin: If reported
on Covid SOD
CRF this does
not need to be
reported as an
AE. Thanks

Aug-27-2021
14:45:46
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Answered no ekg or bp
done please see
covid illness
visit data.

Aug-27-2021
09:30:20
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Opened clin: please
inform whether
this was the first
episode. Any
investigations?
(EKG, BP). How
long did it last?
How was it
managed? did
the event show
any similarity to
previous AE of
epilepsy?
Thanks

Aug-26-2021
15:08:09
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
syncope

Initial Entry
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4. Start Date Time:

Date Location User Value Reason

Aug-26-2021
15:08:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Apr/9/2021 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Aug-26-2021
15:08:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

End Date Time:

Apr/9/2021 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Aug-26-2021
15:08:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

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 to09
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prevent above outcomes).

Date Location User Value Reason

Aug-26-2021
15:08:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

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

Aug-26-2021
15:08:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Aug-26-2021
15:08:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NOT RELATED

If Not Related to study trea
tment(s), this event is due t
o:

OTHER

If Other, specify:

unknown-possible deh
ydration

Changed
Information
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Aug-26-2021
15:08:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NOT RELATED

If Not Related to study trea
tment(s), this event is due t
o:

OTHER

If Other, specify:

unknown-possible deh
yration

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Aug-26-2021
15:08:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Aug-26-2021
15:08:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason
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Aug-26-2021
15:08:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

Aug-26-2021
15:08:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

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

Aug-26-2021
15:08:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry
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Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

May-13-2021
17:51:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
May/13/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

May-13-2021
17:51:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
ASSESS ELIGIBILITY FO
R ADDITIONAL VACCINA
TION

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Jun-01-2021
16:06:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Jun/1/2021

Initial Entry
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Back to Form

1. Consent Was:

Date Location User Value Reason

Jun-01-2021
16:06:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
OBTAINED

Date Written Consent Obta
ined

Jun/1/2021

Initial Entry
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Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Jun-01-2021
16:06:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Jun/1/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Jun-01-2021 16:06:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
REPEAT SCREENING 1

Initial Entry

3. Status:

Date Location User Value Reason

Jun-01-2021
16:06:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
COMPLETED

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Jun-01-2021 16:07:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jun-01-2021 16:07:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jun-01-2021
16:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jun-01-2021
16:07:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and
correct as
appropriate.09
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Jun-01-2021
16:07:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Date of Collection:

Jun/1/2021

Initial Entry

5.a

Date Location User Value Reason

Jun-01-2021
16:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BR7ZPC

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jun-01-2021
16:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BR7ZPC

Initial Entry

5.b

Date Location User Value Reason

Jun-01-2021
16:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BR7ZPD

Initial Entry
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5.b Sample ID

Date Location User Value Reason

Jun-01-2021
16:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BR7ZPD

Initial Entry

5.c

Date Location User Value Reason

Jun-01-2021
16:07:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BS9DHN

Initial Entry

5.c Sample ID

Date Location User Value Reason

Jun-01-2021
16:07:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BS9DHN

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Jun-01-2021 16:07:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jun-01-2021 16:07:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jun-01-2021
16:08:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jun-01-2021
16:07:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and
correct as
appropriate.09
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Jun-01-2021
16:07:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Date of Collection:

Jun/1/2021

Initial Entry

5.a

Date Location User Value Reason

Jun-01-2021
16:08:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BRLTXJ

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jun-01-2021
16:08:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BRLTXJ

Initial Entry
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Jun-01-2021
16:08:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Jun-01-2021 16:08:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Jun-01-2021 16:08:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Jun-01-2021
16:08:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Jun/1/2021 15:15

Initial Entry
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Subject No: 10161327 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44

5. Anatomical Location:

Date Location User Value Reason

Jun-01-2021 16:08:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Jun-01-2021
16:08:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Jun-01-2021 16:08:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Jun-01-2021 16:08:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason
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Jun-01-2021 16:08:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Jun-01-2021 16:08:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

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

Jun-01-2021
16:08:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. Date of Visit

Date Location User Value Reason

Jun-22-2021
10:22:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Jun/22/2021

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Jun-22-2021 10:22:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jun-22-2021 10:22:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jun-22-2021
10:22:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jun-22-2021
10:22:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and
correct as
appropriate.09
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Jun-22-2021
10:22:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Date of Collection:

Jun/22/2021

Initial Entry

5.a

Date Location User Value Reason

Jun-22-2021
10:22:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BRLTYP

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jun-22-2021
10:22:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BRLTYP

Initial Entry
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Jun-22-2021
10:23:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Jun-22-2021 10:23:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Jun-22-2021 10:23:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Jun-22-2021
10:23:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Jun/22/2021 09:22

Initial Entry

09
01

77
e1

98
91

a0
42

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) (4)

FDA-CBER-2022-5812-0494941



Page 374 of 380

***Confidential***

Header Text: c4591001
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5. Anatomical Location:

Date Location User Value Reason

Jun-22-2021 10:23:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Jun-22-2021
10:23:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Jun-22-2021 10:23:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Jun-22-2021 10:23:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason
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Jun-22-2021 10:23:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Jun-22-2021 10:23:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

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

Jun-22-2021
10:23:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Jul-20-2021 11:13:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Jul/20/2021

Initial Entry
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Back to Form

1. Contact Type:

Date Location User Value Reason

Jul-20-2021 11:13:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
TELEPHONE VISIT

Initial Entry

2. Was contact made?

Date Location User Value Reason

Jul-20-2021 11:13:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Date of Contact:

Jul/20/2021

Initial Entry
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Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Jul-20-2021 11:13:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Jul/20/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Jul-20-2021 11:13:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
OPEN LABEL TREATMENT

Initial Entry

3. Status:

Date Location User Value Reason

Jul-20-2021 11:13:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
COMPLETED

Initial Entry
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Back to Form

1. Subject Status

Date Location User Value Reason

Dec-08-2020
11:38:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Oct-20-2020 11:57:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Oct-20-2020 11:55:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Dec-08-2020
11:38:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
Dec/8/2020

Initial Entry

Oct-20-2020 11:57:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
Oct/20/2020

Initial Entry

Oct-20-2020 11:55:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
Oct/20/2020

Initial Entry
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Back to Form

1. Casebook Signature

Date Location User Value Reason

Oct-21-2020
16:59:57
(UTC-05:00) Eastern
Time (US & Canada)
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Data Entry:
Click Here to Enable
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