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Visit: COHORT_SELECTION Form: COHORT SELECTION

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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

01 DEC 2020

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

STAGE 3 COHORTS

09
01

77
e1

98
91

a0
41

\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-2022-5812-0497979



Page 2 of 1152

***Confidential***

 

Header Text: c4591001
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Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento
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eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Jan/7/2021
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Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified
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eCRF Audit Trail History

Demography

1. Subject ID [12701237]

2. Birth Date: 2007

3. Sex: FEMALE

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

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

AMERICAN INDIAN OR ALASKA NATIVE

6. Racial Designation:
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/7/2021

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

Jan/7/2021

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:

[Vitamin D Deficiency]

Start Date: Jun/22/2020

Ongoing: YES

1.b Line/MH Number: [2]

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

[Anxiety]

Start Date: Aug/23/2019

Ongoing: YES

1.c Line/MH Number: [3]

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

[Asthma]

Start Date: Feb/1/2016

Ongoing: YES
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1.d Line/MH Number: [4]

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

[Depression]

Start Date: Dec/2/2014

Ongoing: YES

1.e Line/MH Number: [5]

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

[Pectus Carinatum]

Start Date: Dec/30/2020

Ongoing: YES

1.f Line/MH Number: [6]

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

[Right foot pain]

Start Date: Dec/18/2020

Ongoing: YES

1.g Line/MH Number: [7]

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

[Bilateral temporomandibular joint pain]

Start Date: Nov/16/2020

Ongoing: YES
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1.h Line/MH Number: [8]

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

[Allergy to Vancomycins]

Start Date: Dec/30/2020

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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Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Locked, Frozen, Verified
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eCRF Audit Trail History

Vital Signs

1. Date: Jan/7/2021

2. Weight: [69.7]

3. Unit: kg

4. Height: [160.0]

5. Unit: cm

6. Body Mass Index: [27.2]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [98.3]

Unit: F

Temperature Location: ORAL CAVITY
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eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Jan/7/2021

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:

09
01

77
e1

98
91

a0
41

\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-2022-5812-0497990



Page 13 of 1152

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION
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eCRF Audit Trail History

Disposition

1. Randomization Date : Jan/7/2021

2. Randomization Number: [25675]

3. Randomization Group: [ ]
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IMMUNOGENICITY

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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:
Jan/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 [BR33C7]

5.b Sample ID [BR33C6]

5.c Sample ID [BK5M31]
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
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Subject No: 12701237 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:
Jan/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 [BR33CK]

09
01

77
e1

98
91

a0
41

\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-2022-5812-0497993



Page 16 of 1152

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION
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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 [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Jan/7/2021 09:43

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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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eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/17/2021

2. Erroneous Visit
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SYMPTOM RESOLVED DATES

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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?

YES

Ongoing?
NO

Stop Date:
Jan/14/2021

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: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

eCRF Audit Trail History

Vital Signs

1. Date: Feb/17/2021

Vital Signs Details

2.a Record Identifier: 1

Temperature: [98.4]

Unit: F

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

Form Version: 10-Dec-2020 02:23 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Feb/17/2021

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Visit: 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: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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:
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 [BRFFLC]
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Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

Not Done Comments

2. Treatment Name Not Done

[ ]

Comments

3. Formulation: Not Done Comments

4. Dose Date Time: Not Done

//

Comments

5. Anatomical Location: Not Done Comments

6. Body Side: Not Done Comments

7. Route: Not Done Comments

8. Actual Dose: Not Done

[ ]

Comments

9. Unit: Not Done Comments

10. Timeframe Subject Was
Observed

Not Done Comments
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Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

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

Not Done Comments
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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
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SYMPTOM RESOLVED DATES

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

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

Not Applicable Comments

2.a Symptom: FEVER

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

Not Applicable Comments

2.b Symptom: FATIGUE

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

Not Applicable Comments

2.c Symptom: HEADACHE

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

Not Applicable Comments
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Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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?

Not Applicable Comments

2.e Symptom: VOMITING

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

Not Applicable Comments

2.f Symptom: DIARRHEA

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

Not Applicable Comments

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

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

Not Applicable Comments

2.h Symptom: NEW OR WORSENED JOINT PAIN

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

Not Applicable Comments
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SYMPTOM RESOLVED DATES

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

3. Injection Site Location: Not Applicable Comments

4. Injection Site Body Side: Not Applicable Comments

5.a Injection Site Reaction: REDNESS

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

Not Applicable Comments

5.b Injection Site Reaction: SWELLING

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

Not Applicable Comments

5.c Injection Site Reaction: PAIN AT INJECTION SITE

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

Not Applicable Comments

09
01

77
e1

98
91

a0
41

\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-2022-5812-0498008



Page 31 of 1152

***Confidential***

 

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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:
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 [BJRMMT]

5.b Sample ID [BJRMMV]

5.c Sample ID [BK5HWR]
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/20/2021

Form: DATE OF VISIT - ILLNESS ONSET

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/20/2021

2. Erroneous Visit

COVID-19 Illness Visit

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

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Jan/20/2021

2. Date of First Symptom
Started:

Jan/19/2021

3. Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Jan/20/2021

Symptoms

4.a Symptoms: FEVER

Was symptom present? NO

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? NO

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? YES

4.d Symptoms: CHILLS

Was symptom present? NO

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? NO
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Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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. Symptoms - Other Text: [ ]
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Visit: POT_COVID_ILL 1 Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

#
Date of
Collecti

on

Specimen
Type

Specimen C
ollection Lo

cation

Assay Code and Descr
iption

Device Type
Form Insta

nce

 1. Jan/24/
2021 

SWABBE
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NASOPHAR
YNX 

SEVERE ACUTE RES
P SYNDROME CORO
NAVIRUS 2 

SARS-COV-2
DIAGNOSTI
C TEST 

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

Form: MICROBIOLOGY SPECIMEN

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

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

Microbiology Specimen

1. Actual Date of Collection: Jan/24/2021 Comments

2. Specimen Type: SWABBED MATERIAL Comments

3. Specimen Collection
Location:

NASOPHARYNX Comments

4. Assay Code and
Description:

SEVERE ACUTE RESP SYNDROME
CORONAVIRUS 2

Comments

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

6. Trade Name: OTHER Comments

7. Test Result: POSITIVE Comments

8. Comments/Findings
/Details:

[ ] Comments

9. Trade Name Other, Specify: [SARS COV2 TEST CLIA CERT LAB] Comments
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/20/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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:
Jan/21/2021

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 [RR10814]
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/20/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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? NO

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

[SEE SELF SWAB]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/20/2021

Form: HEALTH CARE UTILIZATION

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

Health Care Utilization

1.a Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or
Contacts:

NO Comments

1.b Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or
Contacts:

NO Comments

1.c Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or
Contacts:

NO Comments

1.d Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or
Contacts:

NO Comments

1.e Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or
Contacts:

NO Comments
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/20/2021

Form: HEALTH CARE UTILIZATION

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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 Comments

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ] Comments

Health Care Utilization

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

NO Comments
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Visit: POT_COVID_ILL 1 Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

#
Treatment I

dentifier
Con Non-Drug Treatme

nts Pre-specified
Treatme

nt
Treatme

nt
Start Dat

e
Form Instan

ce
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le 

Not Applicable  Not Appli
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Not Appli
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Not Appli
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Repeating
Pages
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Unscheduled Visit on Jan/20/2021

Form: RESPIRATORY TREATMENT

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

1. What is the treatment
Identifier?

Not Applicable

[ ]

Comments

2. Concomitant Non-drug
Treatment Pre-specified:

Not Applicable Comments

3. Treatment: Not Applicable Comments

4. Treatment: Not Applicable

[ ]

Comments

5. Start Date: Not Applicable

//

Comments

6. Ongoing? Not Applicable Comments
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/20/2021

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Not Complete

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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?

YES

Respiratory Illness Diagnosis:
[COVID 19]

Date of Diagnosis:
Jan/24/2021

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

Form Version: 17-Jul-2020 21:55

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

#
Category of Clinica

l Event:
Subcategory of Clinic

al Event
Diagnosis Obt

ained
Toxicity G

rade
Form Instanc

e

 1. Not Applicable  Not Applicable  Not Applicable
 

Not Applic
able 

Repeating
Pages
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Unscheduled Visit on Jan/20/2021

Form: ILLNESS DETAILS - SEVERE

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: Not Applicable Comments

2. Subcategory of Clinical
Event:

Not Applicable Comments

3. Was a diagnosis obtained? Not Applicable Comments

4. Toxicity Grade: Not Applicable Comments
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Subject No: 12701237 Subject Initials: ---

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

#
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Arterial Blood Gases

PaO2
FiO2 (Fraction of Inhaled

Oxygen)
Form Instance

 1.       Repeating
Pages
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Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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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VASOPRESSORS

Form Version: 06-Jul-2020 21:55

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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

Start D
ate

Form Instan
ce
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e 
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le 

Not Applicable  Not Applic
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Not App
licable 

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant Medications

1. What is the medication
identifier?

Not Applicable

[ ]

Comments

2. Category: Not Applicable Comments

3. Concomitant Medications
Pre-specified:

Not Applicable Comments

4. Medication:

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

Not Applicable

[ ]

Comments

5. Start Date: Not Applicable

//

Comments

6. Ongoing? Not Applicable Comments
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#
Date of Assessm
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Location of Assess

ment
Imaging Met

hod
Overall Assessm

ent
Form Instance
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Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Imaging

1. Date of Assessment: Not Applicable

//

Comments

2. Location of Assessment: Not Applicable Comments

3. Type of Imaging Exam: Not Applicable Comments

4. Assessment: Not Applicable Comments
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/29/2021

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_B
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Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Jan/29/2021

2. Date of First Symptom
Started:

Jan/26/2021

3. Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Jan/26/2021

Symptoms

4.a Symptoms: FEVER

Was symptom present? NO

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? NO

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? 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: 14-Jan-2021 02:23 Form Status: Data Complete, Frozen

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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? YES

4.i Symptoms: VOMITING

Was symptom present? NO

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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

 1. Not Done  Not Done  Not Done  Not Done  Not Do
ne 
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Pages
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Form: MICROBIOLOGY SPECIMEN

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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
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Unscheduled Visit on Jan/29/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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:
Jan/29/2021

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 [RR26586]
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Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Jan/29/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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? NO

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

[SEE SELF SWAB]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Jan/29/2021

Form: HEALTH CARE UTILIZATION

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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:

YES

Number of Visits or Contacts:
[1]
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Form: HEALTH CARE UTILIZATION

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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. Not Done  Not Done  Not Do
ne 

Not Do
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Not Do
ne 

Repeating
Pages
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Form: RESPIRATORY TREATMENT

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

1. What is the treatment
Identifier?

Not Done

[ ]

Comments

2. Concomitant Non-drug
Treatment Pre-specified:

Not Done Comments

3. Treatment: Not Done Comments

4. Treatment: Not Done

[ ]

Comments

5. Start Date: Not Done

//

Comments

6. Ongoing? Not Done Comments
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Form: ILLNESS DETAILS

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

#
Category of Clinica
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Form Instanc
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Form: ILLNESS DETAILS - SEVERE

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: Not Done Comments

2. Subcategory of Clinical
Event:

Not Done Comments

3. Was a diagnosis obtained? Not Done Comments

4. Toxicity Grade: Not Done Comments
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Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

#
Category f
or Lab Test

Vendor
Name

Collecti
on Date:

Specime
n Type

Lab Result
Form Instan

ce

 1. Not Done  Not Do
ne 

Not Don
e 

Not Don
e 

Sponsor-Defi
ned Identifier

Test:
Resul

t:

Not Done  Not
Done
 

Not
Done
 

Not Done  Not
Done
 

Not
Done
 

Not Done  Not
Done
 

Not
Done
 

Not Done  Not
Done
 

Not
Done
 

Not Done  Not
Done
 

Not
Done
 

Not Done  Not
Done
 

Not
Done
 

Not Done  Not
Done
 

Not
Done
 

Repeating
Pages
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Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Version: 10-Dec-2020 02:24 Form Status: Data Complete, Frozen

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Lab Chemistry Details

1. Lab Panel: Not Done Comments

2. Laboratory Name and
Address

Not Done

[ ]

Comments

3. Collection Date: Not Done

//

Comments

4. Specimen Type: Not Done Comments

Lab Result

5.a Sponsor ID: Not Done

[ ]

Comments

Test: C Reactive Protein_PX329

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments
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Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Version: 10-Dec-2020 02:24 Form Status: Data Complete, Frozen

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments

5.b Sponsor ID: Not Done

[ ]

Comments

Test: Alanine Aminotransferase_PX30

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments
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Form: LOCAL LABORATORY DATA - REPEATING
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2. Category: Not Done Comments

3. Concomitant Medications
Pre-specified:

Not Done Comments

4. Medication:

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

Not Done

[ ]

Comments

5. Start Date: Not Done

//

Comments

6. Ongoing? Not Done Comments
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Visit: POT_COVID_ILL 2 Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

#
Date of Assessm

ent
Location of Assess

ment
Imaging Met

hod
Overall Assessm

ent
Form Instance

 1. Not Done  Not Done  Not Done  Not Done  Repeating
Pages
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Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Jan/29/2021

Form: IMAGING

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Imaging

1. Date of Assessment: Not Done

//

Comments

2. Location of Assessment: Not Done Comments

3. Type of Imaging Exam: Not Done Comments

4. Assessment: Not Done Comments
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Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: DATE OF VISIT - ILLNESS ONSET

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jul/1/2021

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_C
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Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Jul/1/2021

2. Date of First Symptom
Started:

Jun/24/2021

3. Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Jul/6/2021

Symptoms

4.a Symptoms: FEVER

Was symptom present? NO

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? NO

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? NO

4.d Symptoms: CHILLS

Was symptom present? NO

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? NO
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Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

4.f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? YES

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.a Symptoms - Other Text: [Left ear pain]

5.b Symptoms - Other Text: [Nasal congestion]
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Visit: POT_COVID_ILL 3 Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

#
Date of
Collecti

on

Specimen
Type

Specimen C
ollection Lo

cation

Assay Code and Descr
iption

Device Type
Form Insta

nce

 1. Jun/30/
2021 

SWABBE
D MATER
IAL 

NASOPHAR
YNX 

SEVERE ACUTE RES
P SYNDROME CORO
NAVIRUS 2 

SARS-COV-2
DIAGNOSTI
C TEST 

Repeating
Pages

09
01

77
e1

98
91

a0
41

\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-2022-5812-0498101



Page 124 of 1152

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: MICROBIOLOGY SPECIMEN

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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: Jun/30/2021

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: OTHER

7. Test Result: NEGATIVE

8. Comments/Findings
/Details:

[ ]

9. Trade Name Other, Specify: [SARS-COV-2 TEST CLIA CERIFIED LAB]
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Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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:
Jul/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 [RR11552]
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Header Text: c4591001

Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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? NO

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

[SEE SELF SWAB]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: HEALTH CARE UTILIZATION

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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:

YES

Number of Visits or Contacts:
[1]09
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Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: HEALTH CARE UTILIZATION

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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 3 Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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. Not Done  Not Done  Not Do
ne 

Not Do
ne 

Not Do
ne 

Repeating
Pages
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Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: RESPIRATORY TREATMENT

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

1. What is the treatment
Identifier?

Not Done

[ ]

Comments

2. Concomitant Non-drug
Treatment Pre-specified:

Not Done Comments

3. Treatment: Not Done Comments

4. Treatment: Not Done

[ ]

Comments

5. Start Date: Not Done

//

Comments

6. Ongoing? Not Done Comments
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Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: ILLNESS DETAILS

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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?

YES

Respiratory Illness Diagnosis:
[Sinus Infection]

Date of Diagnosis:
Jun/30/2021

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

Form Version: 17-Jul-2020 21:55

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

#
Category of Clinica

l Event:
Subcategory of Clinic

al Event
Diagnosis Obt

ained
Toxicity G

rade
Form Instanc

e

 1. Not Done  Not Done  Not Done  Not Done  Repeating
Pages
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Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: ILLNESS DETAILS - SEVERE

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: Not Done Comments

2. Subcategory of Clinical
Event:

Not Done Comments

3. Was a diagnosis obtained? Not Done Comments

4. Toxicity Grade: Not Done Comments
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Visit: POT_COVID_ILL 3 Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Version: 10-Dec-2020 02:24

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

#
Category f
or Lab Test

Vendor
Name

Collecti
on Date:

Specime
n Type

Lab Result
Form Instan

ce

 1. Not Done  Not Do
ne 

Not Don
e 

Not Don
e 

Sponsor-Defi
ned Identifier

Test:
Resul

t:

Not Done  Not
Done
 

Not
Done
 

Not Done  Not
Done
 

Not
Done
 

Not Done  Not
Done
 

Not
Done
 

Not Done  Not
Done
 

Not
Done
 

Not Done  Not
Done
 

Not
Done
 

Not Done  Not
Done
 

Not
Done
 

Not Done  Not
Done
 

Not
Done
 

Repeating
Pages
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Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Version: 10-Dec-2020 02:24 Form Status: Data Complete, Frozen

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Lab Chemistry Details

1. Lab Panel: Not Done Comments

2. Laboratory Name and
Address

Not Done

[ ]

Comments

3. Collection Date: Not Done

//

Comments

4. Specimen Type: Not Done Comments

Lab Result

5.a Sponsor ID: Not Done

[ ]

Comments

Test: C Reactive Protein_PX329

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments
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Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Version: 10-Dec-2020 02:24 Form Status: Data Complete, Frozen

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments

5.b Sponsor ID: Not Done

[ ]

Comments

Test: Alanine Aminotransferase_PX30

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments
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Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Version: 10-Dec-2020 02:24 Form Status: Data Complete, Frozen

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

5.c Sponsor ID: Not Done

[ ]

Comments

Test: Aspartate Aminotransferase_PX28

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments
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Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Version: 10-Dec-2020 02:24 Form Status: Data Complete, Frozen

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

5.d Sponsor ID: Not Done

[ ]

Comments

Test: Alkaline Phosphatase_PX35

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments
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Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Version: 10-Dec-2020 02:24 Form Status: Data Complete, Frozen

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

5.e Sponsor ID: Not Done

[ ]

Comments

Test: Bilirubin_PX21

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments
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Subject No: 12701237 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 Illness Visit

3. COVID-19 Illness Visit: COVID_A1

09
01
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n:
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Header Text: c4591001

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

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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:
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 [BRFFL4]

5.b Sample ID [BK5HS9]

5.c Sample ID [BRFFL5]
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 -
Unscheduled Visit on Mar/04/2021

Form: DATE OF VISIT - ILLNESS CONVALESCENT

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/4/2021

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_B1
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 -
Unscheduled Visit on Mar/04/2021

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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:
Mar/4/2021

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 [BRFFPT]

5.b Sample ID [BK5HT2]

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

Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

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

Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Unplanned - New Unscheduled
Visit

Form: DATE OF VISIT

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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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Header Text: c4591001

Visit: Unplanned - New Unscheduled
Visit

Form: UNPLANNED VISIT

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Unplanned Assessments

1. Assessments
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: DATE OF VISIT

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: VITAL SIGNS - TEMP

Form Version: 30-Apr-2021 01:41 Form Status: Not Started

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: LAB URINALYSIS - PREGNANCY TEST

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and
Address (Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: VACCINATION

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Vaccination

1. Was there a temporary
delay of vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 1

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 6

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Jan/26/2021

2. Phase of Disposition: VACCINATION

3. Status: NO LONGER MEETS ELIGIBILITY CRITERIA

4. Specify Status: [EC#55: Participant had a positive local COVID-19 test before
Vx2, symptomatic with test]
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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: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit

1. Date of Visit May/14/2021

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: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

Jul/13/2021

2. Phase of Disposition: FOLLOW-UP

3. Status: WITHDRAWAL BY SUBJECT

4. Specify Status: [Subject declines to participate in further study activities.]
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

#
Categor

y

AE Id
entifie

r
Adverse Event Start Date

Is the Adverse E
vent Still Ongoi

ng

Form Insta
nce

 1. ADVER
SE EVE
NT 

1  Rib pain on right side  Feb/10/202
1 UNK:UN
K 

NO
End Date Time:

Mar/10/2021
UNK:UNK

 

Repeating
Pages

 2. ADVER
SE EVE
NT 

2  Rash on Right Foot  Apr/5/2021
UNK:UNK
 

NO
End Date Time:

Apr/8/2021 U
NK:UNK

 

Repeating
Pages

 3. ADVER
SE EVE
NT 

3  Fever  May/20/20
21 UNK:U
NK 

NO
End Date Time:

May/21/2021
UNK:UNK

 

Repeating
Pages

 4. ADVER
SE EVE
NT 

4  CHILLS  May/19/20
21 UNK:U
NK 

NO
End Date Time:

May/21/2021
UNK:UNK

 

Repeating
Pages

 5. ADVER
SE EVE
NT 

5  INTERMITTENT HEA
DACHES 

May/19/20
21 UNK:U
NK 

NO
End Date Time:

Jul/13/2021 U

Repeating
Pages
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

#
Categor

y

AE Id
entifie

r
Adverse Event Start Date

Is the Adverse E
vent Still Ongoi

ng

Form Insta
nce

NK:UNK
 

 6. ADVER
SE EVE
NT 

6  INTERMITTENT NON-
CARDIAC CHEST DIS
COMFORT 

May/19/20
21 UNK:U
NK 

NO
End Date Time:

Jul/13/2021 U
NK:UNK

 

Repeating
Pages

 7. ADVER
SE EVE
NT 

7  INTERMITTENT NAUS
EA 

May/19/20
21 UNK:U
NK 

NO
End Date Time:

Jul/13/2021 U
NK:UNK

 

Repeating
Pages

 8. ADVER
SE EVE
NT 

8  LOSS OF APPETITE  May/25/20
21 UNK:U
NK 

NO
End Date Time:

Jul/13/2021 U
NK:UNK

 

Repeating
Pages

 9. ADVER
SE EVE
NT 

9  INCREASED THIRST  May/25/20
21 UNK:U
NK 

NO
End Date Time:

Jun/12/2021
UNK:UNK

 

Repeating
Pages

 10. ADVER
SE EVE
NT 

10  INTERMITTENT STO
MACH PAIN 

May/25/20
21 UNK:U
NK 

NO
End Date Time:

Repeating
Pages
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

#
Categor

y

AE Id
entifie

r
Adverse Event Start Date

Is the Adverse E
vent Still Ongoi

ng

Form Insta
nce

Jul/13/2021 U
NK:UNK

 

 11. ADVER
SE EVE
NT 

11  FATIGUE  May/25/20
21 UNK:U
NK 

NO
End Date Time:

Jul/13/2021 U
NK:UNK

 

Repeating
Pages

 12. ADVER
SE EVE
NT 

12  LEFT OTITIS MEDIA  Jun/29/202
1 UNK:UN
K 

NO
End Date Time:

Jul/6/2021 U
NK:UNK

 

Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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)

[Rib pain on right side]

4. Start Date Time: Feb/10/2021 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
Mar/10/2021 UNK:UNK

6. Toxicity Grade: 1
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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]

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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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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)

[Rash on Right Foot]

4. Start Date Time: Apr/5/2021 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
Apr/8/2021 UNK:UNK

6. Toxicity Grade: 1
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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]

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE
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11. Was a Concomitant
Medication given?

YES

12. Was a Non-Drug Treatment
given?

NO

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

RECOVERED/RESOLVED

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

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [3]

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

[Fever]

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

5. Is the adverse event still
ongoing?

NO

End Date Time:
May/21/2021 UNK:UNK

6. Toxicity Grade: 1
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7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

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

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

YES

12. Was a Non-Drug Treatment
given?
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13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

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

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [4]

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

[CHILLS]

4. Start Date Time: May/19/2021 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
May/21/2021 UNK:UNK

6. Toxicity Grade: 1
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7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

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

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

YES

12. Was a Non-Drug Treatment
given?
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13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

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

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [5]

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

[INTERMITTENT HEADACHES]

4. Start Date Time: May/19/2021 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
Jul/13/2021 UNK:UNK

6. Toxicity Grade: 2

09
01

77
e1

98
91

a0
41

\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-2022-5812-0498175



Page 198 of 1152

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

YES

12. Was a Non-Drug Treatment
given?
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13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

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

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [6]

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

[INTERMITTENT NON-CARDIAC CHEST DISCOMFORT]

4. Start Date Time: May/19/2021 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
Jul/13/2021 UNK:UNK

6. Toxicity Grade: 2
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7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

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

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

YES

12. Was a Non-Drug Treatment
given?
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13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

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

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [7]

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

[INTERMITTENT NAUSEA]

4. Start Date Time: May/19/2021 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
Jul/13/2021 UNK:UNK

6. Toxicity Grade: 2
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7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

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

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

NO

12. Was a Non-Drug Treatment
given?
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13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

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

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [8]

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

[LOSS OF APPETITE]

4. Start Date Time: May/25/2021 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
Jul/13/2021 UNK:UNK

6. Toxicity Grade: 2
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7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

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

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

NO

12. Was a Non-Drug Treatment
given?
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13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

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

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [9]

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

[INCREASED THIRST]

4. Start Date Time: May/25/2021 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
Jun/12/2021 UNK:UNK

6. Toxicity Grade: 1
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7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

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

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

NO

12. Was a Non-Drug Treatment
given?

NO09
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13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

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

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [10]

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

[INTERMITTENT STOMACH PAIN]

4. Start Date Time: May/25/2021 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
Jul/13/2021 UNK:UNK

6. Toxicity Grade: 2
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7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

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

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

NO

12. Was a Non-Drug Treatment
given?

NO09
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13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

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

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [11]

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

[FATIGUE]

4. Start Date Time: May/25/2021 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
Jul/13/2021 UNK:UNK

6. Toxicity Grade: 3
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7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

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

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

NO

12. Was a Non-Drug Treatment
given?

NO09
01

77
e1

98
91

a0
41

\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-2022-5812-0498194



Page 217 of 1152

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

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

RECOVERED/RESOLVED

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

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [12]

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

[LEFT OTITIS MEDIA]

4. Start Date Time: Jun/29/2021 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
Jul/6/2021 UNK:UNK

6. Toxicity Grade: 1
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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]

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE
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11. Was a Concomitant
Medication given?

YES

12. Was a Non-Drug Treatment
given?

NO

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

RECOVERED/RESOLVED

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

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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#
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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Start
Date

Form Insta
nce

 1. 1  VACCINAT
IONS 

NO  Fluarix Quadrivale
nt (Influenza Vacci
ne) 

Dec/2
1/202
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. What is the medication
identifier?

[1]

2. Category: VACCINATIONS

3. Concomitant Medications
Pre-specified:

NO

4. Medication:

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

[Fluarix Quadrivalent (Influenza Vaccine)]

5. Date: Dec/21/2020
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#
Sponsor-Defi
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Category for
Medication
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Name of
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Dose Des
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Form Instan
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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?

09
01

77
e1

98
91

a0
41

\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-2022-5812-0498204



Page 227 of 1152

***Confidential***

 

Header Text: c4591001

Visit: Logs Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

#
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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/14/2021

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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Subject No: 12701237 Subject Initials: ---

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

Death Details

1. Date of Collection /
Notification of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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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: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit

1. Date of Visit May/19/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER
VACCINATION

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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
May/19/2021
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Header Text: c4591001

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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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Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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 :

May/19/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 30-Apr-2021 01:41 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: May/19/2021

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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/19/2021

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 [BJRMV6]

5.b Sample ID [BK5J12]

5.c Sample ID [BK5J0L]
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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/19/2021

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 [BJRMVX]
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Visit: V101_VAX3 Form: VACCINATION

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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 [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: May/19/2021 09:55

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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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

Date of Visit

1. Date of Visit Not Done

//

Comments

2. Erroneous Visit Not Done Comments
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 30-Apr-2021 01:41 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Done Comments

2. Lab Sub-Panel: Not Done Comments

3. Collection Date: Not Done

//

Comments

4. Laboratory Name and
Address (Derived)

Not Done

[ ]

Comments

5. Specimen Type: Not Done Comments

Lab Result

6.a Sponsor ID: Not Done

[ ]

Comments

Test: Not Done

Choriogonadotropin Beta_PX113

Result: Not Done Comments

Not Done: Not Done Comments
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin Not Done Comments

2. Sample Type Not Done Comments

3. Sample Collected? Not Done Comments

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

Not Done

[ ]

Comments

Aliquot

Please enter barcode for each aliquot.

5. Sample ID Not Done

[ ]
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Visit: V102_VAX4 Form: VACCINATION

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

Not Done Comments

2. Treatment Name Not Done

[ ]

Comments

3. Formulation: Not Done Comments

4. Dose Date Time: Not Done

//

Comments

5. Anatomical Location: Not Done Comments

6. Body Side: Not Done Comments

7. Route: Not Done Comments

8. Actual Dose: Not Done

[ ]

Comments

9. Unit: Not Done Comments

10. Timeframe Subject Was
Observed

Not Done Comments
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

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

Not Done Comments
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Visit: V103_MONTH1 Form: DATE OF VISIT

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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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Header Text: c4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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: V104_MONTH6 Form: DATE OF VISIT

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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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Header Text: c4591001

Visit: V105_MONTH18 Form: CONTACT OUTCOME

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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: Not Started

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

eCRF Audit Trail History

Subject Status

1. Subject Status DISCONTINUED

2. Subject Status Date Jul/13/2021
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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: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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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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: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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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Header Text: c4591001

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: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

Item Date User Comment

Form Jan-12-2021 12:20:17 (UTC-08:00)
Pacific Time (US & Canada)

Not Applicable
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - Comments

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

Item Date User Comment

Form Feb-23-2021 14:29:54 (UTC-08:00)
Pacific Time (US & Canada)

Per protocol, vaccination not
completed due to participant testing
positive for Covid-19 (with
symptoms) between Dose 1 and
Dose 2. Was there a temporary
delay of vaccination? NO.

Not Done

Form Feb-17-2021 15:23:22 (UTC-08:00)
Pacific Time (US & Canada)

Per protocol, vaccination not
completed due to participant testing
positive for Covid-19 (with
symptoms) between Dose 1 and
Dose 2. Was there a temporary
delay of vaccination? NO.
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - Comments

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

Item Date User Comment

1 Feb-23-2021 14:29:54 (UTC-08:00)
Pacific Time (US & Canada)

Per protocol, vaccination not
completed due to participant testing
positive for Covid-19 (with
symptoms) between Dose 1 and Dose
2. Was there a temporary delay of
vaccination? NO.

Not Done
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Per protocol, vaccination not
completed at V2 due to participant
testing positive for Covid-19 (with
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Per protocol, vaccination not
completed at V2 due to participant
testing positive for Covid-19 (with
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Per protocol, vaccination not
completed at V2 due to participant
testing positive for Covid-19 (with
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2.c Mar-26-2021 10:16:29 (UTC-08:00)
Pacific Time (US & Canada)

Per protocol, vaccination not
completed at V2 due to participant
testing positive for Covid-19 (with
symptoms) between Dose 1 and Dose
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Per protocol, vaccination not
completed at V2 due to participant
testing positive for Covid-19 (with
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Per protocol, vaccination not
completed at V2 due to participant
testing positive for Covid-19 (with
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Pacific Time (US & Canada)

Per protocol, vaccination not
completed at V2 due to participant
testing positive for Covid-19 (with
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2.g Mar-26-2021 10:16:29 (UTC-08:00)
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Per protocol, vaccination not
completed at V2 due to participant
testing positive for Covid-19 (with
symptoms) between Dose 1 and Dose
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completed at V2 due to participant
testing positive for Covid-19 (with
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4 Mar-26-2021 10:16:29 (UTC-08:00)
Pacific Time (US & Canada)

Per protocol, vaccination not
completed at V2 due to participant
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Per protocol, vaccination not
completed at V2 due to participant
testing positive for Covid-19 (with
symptoms) between Dose 1 and Dose
2.

Not Applicable
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Back to Form

Item Date User Comment

5.b Mar-26-2021 10:16:29 (UTC-08:00)
Pacific Time (US & Canada)

Per protocol, vaccination not
completed at V2 due to participant
testing positive for Covid-19 (with
symptoms) between Dose 1 and Dose
2.

Not Applicable
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Back to Form
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5.c Mar-26-2021 10:16:29 (UTC-08:00)
Pacific Time (US & Canada)

Per protocol, vaccination not
completed at V2 due to participant
testing positive for Covid-19 (with
symptoms) between Dose 1 and Dose
2.

Not Applicable
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Back to Form
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Form Feb-01-2021 10:57:52 (UTC-08:00)
Pacific Time (US & Canada)

Form Jan-22-2021 11:24:59 (UTC-08:00)
Pacific Time (US & Canada)
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Not Done
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Back to Form
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1 Feb-01-2021 10:57:52 (UTC-08:00)
Pacific Time (US & Canada)

1 Jan-22-2021 11:24:59 (UTC-08:00)
Pacific Time (US & Canada)

Charlie Chao Not done

Not Done
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Back to Form

Item Date User Comment

2 Feb-01-2021 10:57:52 (UTC-08:00)
Pacific Time (US & Canada)

2 Jan-22-2021 11:24:59 (UTC-08:00)
Pacific Time (US & Canada)

Charlie Chao Not done

Not Done
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Item Date User Comment

3 Feb-01-2021 10:57:52 (UTC-08:00)
Pacific Time (US & Canada)

3 Jan-22-2021 11:24:59 (UTC-08:00)
Pacific Time (US & Canada)

Charlie Chao Not done

Not Done
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Item Date User Comment

4 Feb-01-2021 10:57:52 (UTC-08:00)
Pacific Time (US & Canada)

4 Jan-22-2021 11:24:59 (UTC-08:00)
Pacific Time (US & Canada)

Charlie Chao Not done

Not Done
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Item Date User Comment

5 Feb-01-2021 10:57:52 (UTC-08:00)
Pacific Time (US & Canada)

5 Jan-22-2021 11:24:59 (UTC-08:00)
Pacific Time (US & Canada)

Charlie Chao Not done

Not Done

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

(b) (4)

FDA-CBER-2022-5812-0498268



Page 291 of 1152

***Confidential***

Header Text: c4591001

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

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Item Date User Comment

6 Feb-01-2021 10:57:52 (UTC-08:00)
Pacific Time (US & Canada)

6 Jan-22-2021 11:24:59 (UTC-08:00)
Pacific Time (US & Canada)

Charlie Chao Not done

Not Done
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Item Date User Comment

7 Feb-01-2021 10:57:52 (UTC-08:00)
Pacific Time (US & Canada)

7 Jan-22-2021 11:24:59 (UTC-08:00)
Pacific Time (US & Canada)

Charlie Chao Not done

Not Done
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Item Date User Comment

8 Feb-01-2021 10:57:52 (UTC-08:00)
Pacific Time (US & Canada)

8 Jan-22-2021 11:24:59 (UTC-08:00)
Pacific Time (US & Canada)

Charlie Chao Not done

Not Done
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Subject No: 12701237 Subject Initials: ---

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

Back to Form

Item Date User Comment

9 Feb-01-2021 10:57:52 (UTC-08:00)
Pacific Time (US & Canada)

9 Jan-22-2021 11:24:59 (UTC-08:00)
Pacific Time (US & Canada)

Charlie Chao Not done

Not Done
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Back to Form

Item Date User Comment

Form Jan-29-2021 09:08:41 (UTC-08:00)
Pacific Time (US & Canada)

Form Jan-22-2021 11:26:15 (UTC-08:00)
Pacific Time (US & Canada)

Charlie Chao None

Not Applicable
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Back to Form

Item Date User Comment

1.a Jan-29-2021 09:08:41 (UTC-08:00)
Pacific Time (US & Canada)

1.a Jan-22-2021 11:26:15 (UTC-08:00)
Pacific Time (US & Canada)

Charlie Chao None

Not Applicable
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Item Date User Comment

1.b Jan-29-2021 09:08:41 (UTC-08:00)
Pacific Time (US & Canada)

1.b Jan-22-2021 11:26:15 (UTC-08:00)
Pacific Time (US & Canada)

Charlie Chao None

Not Applicable
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Back to Form

Item Date User Comment

1.c Jan-29-2021 09:08:41 (UTC-08:00)
Pacific Time (US & Canada)

1.c Jan-22-2021 11:26:15 (UTC-08:00)
Pacific Time (US & Canada)

Charlie Chao None

Not Applicable
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Back to Form

Item Date User Comment

1.d Jan-29-2021 09:08:41 (UTC-08:00)
Pacific Time (US & Canada)

1.d Jan-22-2021 11:26:15 (UTC-08:00)
Pacific Time (US & Canada)

Charlie Chao None
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Back to Form
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1.e Jan-29-2021 09:08:41 (UTC-08:00)
Pacific Time (US & Canada)

1.e Jan-22-2021 11:26:15 (UTC-08:00)
Pacific Time (US & Canada)

Charlie Chao None
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Back to Form
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1.f Jan-29-2021 09:08:41 (UTC-08:00)
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1.f Jan-22-2021 11:26:15 (UTC-08:00)
Pacific Time (US & Canada)

Charlie Chao None
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2 Jan-29-2021 09:08:41 (UTC-08:00)
Pacific Time (US & Canada)

2 Jan-22-2021 11:26:15 (UTC-08:00)
Pacific Time (US & Canada)

Charlie Chao None
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Item Date User Comment

3 Jan-29-2021 09:08:41 (UTC-08:00)
Pacific Time (US & Canada)

3 Jan-22-2021 11:26:15 (UTC-08:00)
Pacific Time (US & Canada)

Charlie Chao None
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form
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1 Jan-22-2021 11:26:38 (UTC-08:00)
Pacific Time (US & Canada)

Charlie Chao None

Not Applicable
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Subject No: 12701237 Subject Initials: ---

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

Back to Form

Item Date User Comment
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Pacific Time (US & Canada)
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Item Date User Comment
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Back to Form

Item Date User Comment

2 Aug-17-2021 15:49:16 (UTC-08:00)
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Back to Form
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Pacific Time (US & Canada)

Not Done

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

FDA-CBER-2022-5812-0498659



Page 682 of 1152

***Confidential***

Header Text: c4591001
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Form: CASEBOOK SIGNATURE FORM - Signature
History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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

Charlie
Chao 

N/A Mar-24-2021 09:49:55 (UTC-08:00)
Pacific Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Nicola
Klein 

Approved Mar-23-2021 14:58:22 (UTC-08:00)
Pacific Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, NicolaKlein, 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 Mar-23-2021 10:26:07 (UTC-08:00)

Pacific Time (US & Canada)
Edit - All
signatures
invalidated
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Affidavit:
N/A

Nicola
Klein 

Approved Mar-10-2021 15:06:21 (UTC-08:00)
Pacific Time (US & Canada)

BOOK Signed

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

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

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail
History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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

Jan-12-2021
12:19:16
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
01 DEC 2020

Initial Entry

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

Date Location User Value Reason

Jan-12-2021
12:19:16
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
STAGE 3 COHORTS

Initial Entry
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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: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Consent Was:

Date Location User Value Reason

Jan-12-2021
12:19:31
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
OBTAINED

Date Written Consent Obta
ined

Jan/7/2021

Initial Entry
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Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Subject ID

Date Location User Value Reason

Jan-12-2021 12:18:17
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
12701237

Item copied
from previous
form

2. Birth Date:

Date Location User Value Reason

Jan-12-2021 12:18:09
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
2007

Enrollment Entry

3. Sex:

Date Location User Value Reason

Jan-12-2021
12:19:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Jan-12-2021
12:19:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

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

Initial Entry
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Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

5. Race: (Check X all that apply):

Date Location User Value Reason

Jan-12-2021
12:19:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
AMERICAN INDIAN OR
ALASKA NATIVE

Initial Entry
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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: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-12-2021
12:20:05
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Jan/7/2021

Initial Entry
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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: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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

Jan-12-2021
12:20:41
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Jan/7/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Jan-12-2021 12:20:41
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Jan-12-2021
12:20:41
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
COMPLETED

Initial Entry
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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: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1.a

Date Location User Value Reason

Jan-12-2021 12:21:05
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

1

Medical Histo
ry Term:

Vitamin D D
eficiency

Start Date: Jun/22/2020

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Jan-12-2021 12:21:05
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
1

Initial Entry

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

Date Location User Value Reason

Jan-12-2021
12:21:05
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Vitamin D Deficiency

Initial Entry

1.a Start Date:

Date Location User Value Reason09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

(b) (4), 
(b) (6)
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Jan-12-2021
12:21:05
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Jun/22/2020

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Jan-12-2021
12:21:05
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason

Jan-12-2021 12:21:21
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

2

Medical History
Term:

Anxiety

Start Date: Aug/23/2
019

Ongoing: YES

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
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(b) (4)

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

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

1.b Line/MH Number:

Date Location User Value Reason

Jan-12-2021 12:21:21
(UTC-08:00) Pacific
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

Jan-12-2021
12:21:21
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Anxiety

Initial Entry

1.b Start Date:

Date Location User Value Reason

Jan-12-2021
12:21:21
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Aug/23/2019

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Jan-12-2021
12:21:21
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

1.c09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov
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02

1 
01

:2
1 
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(b) (4)

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

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

(b) (4), 
(b) (6)
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Date Location User Value Reason

Jan-12-2021 12:21:43
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
Line/MH Number
:

3

Medical History T
erm:

Asthma

Start Date: Feb/1/20
16

Ongoing: YES

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

1.c Line/MH Number:

Date Location User Value Reason

Jan-12-2021 12:21:43
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
3

Initial Entry

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

Date Location User Value Reason

Jan-12-2021
12:21:43
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Asthma

Initial Entry

1.c Start Date:

Date Location User Value Reason

Jan-12-2021
12:21:43
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Feb/1/2016

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Jan-12-2021
12:21:43
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

1.d09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
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Date Location User Value Reason

Jan-12-2021 12:22:01
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
Line/MH Number
:

4

Medical History T
erm:

Depressi
on

Start Date: Dec/2/20
14

Ongoing: YES

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F
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al

 O
n:

 1
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

1.d Line/MH Number:

Date Location User Value Reason

Jan-12-2021 12:22:01
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
4

Initial Entry

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

Date Location User Value Reason

Jan-12-2021
12:22:01
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Depression

Initial Entry

1.d Start Date:

Date Location User Value Reason

Jan-12-2021
12:22:01
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Dec/2/2014

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Jan-12-2021
12:22:01
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

1.e09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
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N
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(b) (4)

(b) (4), 
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Date Location User Value Reason

Jan-12-2021 12:22:20
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

5

Medical Histor
y Term:

Pectus Cari
natum

Start Date: Dec/30/202
0

Ongoing: YES

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov
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1.e Line/MH Number:

Date Location User Value Reason

Jan-12-2021 12:22:20
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
5

Initial Entry

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

Date Location User Value Reason

Jan-12-2021
12:22:20
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Pectus Carinatum

Initial Entry

1.e Start Date:

Date Location User Value Reason

Jan-12-2021
12:22:20
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Dec/30/2020

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Jan-12-2021
12:22:20
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

1.f09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
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T
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(b) (4)

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

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

(b) (4), 
(b) (6)
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Date Location User Value Reason

Jan-12-2021 12:22:34
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

6

Medical History
Term:

Right foot
pain

Start Date: Dec/18/20
20

Ongoing: YES

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
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N
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1.f Line/MH Number:

Date Location User Value Reason

Jan-12-2021 12:22:34
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
6

Initial Entry

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

Date Location User Value Reason

Jan-12-2021
12:22:34
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Right foot pain

Initial Entry

1.f Start Date:

Date Location User Value Reason

Jan-12-2021
12:22:34
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Dec/18/2020

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Jan-12-2021
12:22:34
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

1.g09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
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(b) (4)

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

FDA-CBER-2022-5812-0498678



Page 701 of 1152

***Confidential***

Header Text: c4591001

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Date Location User Value Reason

Jan-12-2021 12:22:57
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
Line/MH
Number:

7

Medical H
istory Ter
m:

Bilateral temporo
mandibular joint
pain

Start Date
:

Nov/16/2020

Ongoing: YES

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
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N
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1.g Line/MH Number:

Date Location User Value Reason

Jan-12-2021 12:22:57
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
7

Initial Entry

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

Date Location User Value Reason

Jan-12-2021
12:22:57
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Bilateral temporomandibular
joint pain

Initial Entry

1.g Start Date:

Date Location User Value Reason

Jan-12-2021
12:22:57
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Nov/16/2020

Initial Entry

1.g Ongoing:

Date Location User Value Reason

Jan-12-2021
12:22:57
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

1.h09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

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

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

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

FDA-CBER-2022-5812-0498680



Page 703 of 1152

***Confidential***

Header Text: c4591001

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Date Location User Value Reason

Jan-12-2021 12:23:13
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

8

Medical Hist
ory Term:

Allergy to Va
ncomycins

Start Date: Dec/30/2020

Ongoing: YES

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
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1.h Line/MH Number:

Date Location User Value Reason

Jan-12-2021 12:23:13
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
8

Initial Entry

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

Date Location User Value Reason

Jan-12-2021
12:23:13
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Allergy to Vancomycins

Initial Entry

1.h Start Date:

Date Location User Value Reason

Jan-12-2021
12:23:13
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Dec/30/2020

Initial Entry

1.h Ongoing:

Date Location User Value Reason

Jan-12-2021
12:23:13
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
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(b) (4)
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Back to Form

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

Date Location User Value Reason

Jan-12-2021
12:23:21
(UTC-08:00) Pacific
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
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov
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Back to Form

1. Date:

Date Location User Value Reason

Jan-12-2021
12:23:49
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Jan/7/2021

Initial Entry

2. Weight:

Date Location User Value Reason

Jan-12-2021
12:23:49
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
69.7

Initial Entry

3. Unit:

Date Location User Value Reason

Jan-12-2021
12:23:49
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason

Jan-12-2021
12:23:49

ACV0PF
EINFP60

Data Entry:
160.0

Initial Entry
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(b) (6)

(b) (4), 
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(b) (4), 
(b) (6)
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(UTC-08:00) Pacific
Time (US & Canada)

00 

5. Unit:

Date Location User Value Reason

Jan-12-2021
12:23:49
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Jan-12-2021 12:23:49
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
27.2

Initial Entry

7.a

Date Location User Value Reason

Jan-12-2021
12:23:49
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Record Identifi
er::

1

Temperature: 98.3

Temperature U
nit:

F

Temperature L
ocation::

ORAL CA
VITY

Initial Entry

7.a Record Identifier:09
01

77
e1

98
91

a0
41
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al
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al
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(b) (4)

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

(b) (4), 
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(b) (4), 
(b) (6)
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Date Location User Value Reason

Jan-12-2021
12:23:49
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Jan-12-2021
12:23:49
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
98.3

Initial Entry

7.a Unit:

Date Location User Value Reason

Jan-12-2021
12:23:49
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
F

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Jan-12-2021
12:23:49
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
ORAL CAVITY

Initial Entry

09
01

77
e1
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41
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(b) (4), 
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(b) (4), 
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(b) (4), 
(b) (6)

(b) (4), 
(b) (6)
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Back to Form

1. Lab Panel:

Date Location User Value Reason

Jan-12-2021 12:24:09
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Jan-12-2021 12:24:09
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jan-12-2021
12:24:09
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Jan/7/2021

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Jan-12-2021 12:24:09
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry
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5. Specimen Type:

Date Location User Value Reason

Jan-12-2021 12:24:09
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Jan-12-2021 12:24:09
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
Sponsor-Def
ined Identifi
er:

113

Test:: Choriogonadot
ropin Beta_PX
113

Result:: NEGATIVE

Not Done::

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Jan-12-2021 12:24:09
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Jan-12-2021 ACV0PF Data Entry: Initial Entry09
01

77
e1

98
91

a0
41

\F
in

al
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12:24:09
(UTC-08:00) Pacific
Time (US & Canada)

EINFP60
00 

Choriogonadotropin Beta_P
X113

6.a Result:

Date Location User Value Reason

Jan-12-2021
12:24:09
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NEGATIVE

Initial Entry

09
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Back to Form

1. Randomization Date :

Date Location User Value Reason

Jan-12-2021
12:25:31
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Jan/7/2021

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Jan-12-2021
12:25:31
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
25675

Initial Entry

09
01
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e1
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a0
41
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Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento
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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

Jan-12-2021 12:25:53
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-12-2021 12:25:53
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-12-2021
12:26:19
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jan-12-2021
12:25:53
(UTC-08:00) Pacific
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

01
77

e1
98

91
a0

41
\F

in
al
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Jan-12-2021
12:25:53
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Date of Collection:

Jan/7/2021

Initial Entry

5.a

Date Location User Value Reason

Jan-12-2021
12:26:19
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BR33C7

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-12-2021
12:26:19
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BR33C7

Initial Entry

5.b

Date Location User Value Reason

Jan-12-2021
12:26:27
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BR33C6

Initial Entry
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5.b Sample ID

Date Location User Value Reason

Jan-12-2021
12:26:27
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BR33C6

Initial Entry

5.c

Date Location User Value Reason

Jan-12-2021
12:26:33
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BK5M31

Initial Entry

5.c Sample ID

Date Location User Value Reason

Jan-12-2021
12:26:33
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BK5M31

Initial Entry

09
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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

Jan-12-2021 12:26:46
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-12-2021 12:26:46
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-12-2021
12:26:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jan-12-2021
12:26:46
(UTC-08:00) Pacific
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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77
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98

91
a0

41
\F

in
al
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Jan-12-2021
12:26:46
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Date of Collection:

Jan/7/2021

Initial Entry

5.a

Date Location User Value Reason

Jan-12-2021
12:26:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BR33CK

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-12-2021
12:26:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BR33CK

Initial Entry

09
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Jan-12-2021
12:27:12
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Jan-12-2021 12:27:12
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Jan-12-2021 12:27:12
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Jan-12-2021
12:27:12
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Jan/7/2021 09:43

Initial Entry

09
01

77
e1

98
91

a0
41
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5. Anatomical Location:

Date Location User Value Reason

Jan-12-2021 12:27:12
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Jan-12-2021
12:27:12
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Jan-12-2021 12:27:12
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Jan-12-2021 12:27:12
(UTC-08:00) Pacific
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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41
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al
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Jan-12-2021
12:27:12
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

09
01

77
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a0
41
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Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Jan-12-2021
12:27:20
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

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

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov
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)

(b) (4)

(b) (4), 
(b) (6)
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Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-22-2021
22:47:41
(UTC-08:00)
Pacific Time (US
& Canada)

ACV0PF
EINFP60
00 

Query 1: Closed Item level comment
on VACIN TRT, Per
protocol, vaccination
not completed due to
participant testing
positive for
Covid-19 (with
symptoms) between
Dose 1 and Dose 2.
Thus, closed.

Feb-22-2021
09:34:51
(UTC-08:00)
Pacific Time (US
& Canada)

ACV0PF
EINFP60
00 

Query 1: Answere
d

DUPLICATE
QUERY

Feb-21-2021
21:57:01
(UTC-08:00)
Pacific Time (US
& Canada)

ACV0PF
EINFP60
00.InFor
mAdapte
r.Discrep
ancy 

PFE SDQ PROD Query 1: Opened PDQ: Date of visit
at V2_VAX2_L is
out of window for
18 days from
V1_DAY1_VAX1_L
Dose Date. Please
verify and update.
Else, confirm in
query response
appropriately. 

09
01
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91

a0
41

\F
in
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in
al

 O
n:
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1 
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T
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(b) (4)

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

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

(b) (4)

(b) (4)
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Feb-17-2021
15:18:48
(UTC-08:00)
Pacific Time (US
& Canada)

ACV0PF
EINFP60
00 

Data Entry:
Feb/17/2021

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
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in
al

 O
n:

 1
1-
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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

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptom:: FE

V
E
R

Were fever or system
ic symptoms present
on the last day the Su
bject Diary was comp
leted?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason

Feb-17-2021
15:19:26

ACV0PF
EINFP60

Data Entry:
FEVER

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in
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\F

in
al

 O
n:
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1-

N
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(b) (4)
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FDA-CBER-2022-5812-0498702



Page 725 of 1152

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

(UTC-08:00) Pacific
Time (US &
Canada)

00 

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

Date Location User Value Reason

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptom:: FATIGU

E

Initial Entry

09
01
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e1
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91

a0
41
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n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

(b) (4), (b) (6)
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Were fever or sy
stemic symptom
s present on the
last day the Sub
ject Diary was c
ompleted?:

YES
Ongoin
g?

NO

Sto
p D
ate:

Ja
n/
14
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1
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2.b Symptom:

Date Location User Value Reason

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
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

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Ongoing?

NO

Stop Date:

Jan/14/2021

Initial Entry

2.c

Date Location User Value Reason

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptom:: HE

AD
AC
HE

Initial Entry

09
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e1
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91

a0
41
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(b) (6)
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Were fever or syste
mic symptoms prese
nt on the last day th
e Subject Diary was
completed?:

NO

2.c Symptom:

Date Location User Value Reason

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
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

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
Time (US &

ACV0PF
EINFP60
00 

Data Entry:
Symptom:: C

HI
LL

Initial Entry

09
01
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e1

98
91

a0
41
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n:
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(b) (4)

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

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

(b) (4), 
(b) (6)
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Canada) S

Were fever or system
ic symptoms present
on the last day the Su
bject Diary was com
pleted?:

N
O

2.d Symptom:

Date Location User Value Reason

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
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

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason

Feb-17-2021
15:19:26
(UTC-08:00) Pacific

ACV0PF
EINFP60
00 

Data Entry:
Symptom:: VO

MI

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov
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1 
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:2
1 
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T
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(b) (4)

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

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

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

FDA-CBER-2022-5812-0498707
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Time (US &
Canada)

TIN
G

Were fever or syste
mic symptoms prese
nt on the last day th
e Subject Diary was
completed?:

NO

2.e Symptom:

Date Location User Value Reason

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
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

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2.f

Date Location User Value Reason

Feb-17-2021
15:19:26

ACV0PF
EINFP60

Data Entry:
Symptom:: DI

Initial Entry

09
01

77
e1
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91

a0
41

\F
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al
\F

in
al

 O
n:

 1
1-

N
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(b) (4)

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

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

(b) (4), 
(b) (6)
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(UTC-08:00) Pacific
Time (US &
Canada)

00  AR
RH
EA

Were fever or syste
mic symptoms prese
nt on the last day th
e Subject Diary was
completed?:

NO

2.f Symptom:

Date Location User Value Reason

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
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

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

09
01

77
e1
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91

a0
41

\F
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al
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in
al
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(b) (6)
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Feb-17-2021
15:19:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptom:: NEW O

R WOR
SENED
MUSCL
E PAIN

Were fever or sy
stemic symptom
s present on the
last day the Sub
ject Diary was c
ompleted?:

NO

Initial Entry

2.g Symptom:

Date Location User Value Reason

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NEW OR WORSENED M
USCLE 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

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov
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(b) (4)

(b) (4), 
(b) (6)
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(b) (4), 
(b) (6)
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2.h

Date Location User Value Reason

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptom:: NEW O

R WOR
SENED
JOINT
PAIN

Were fever or sy
stemic symptom
s present on the l
ast day the Subj
ect Diary was co
mpleted?:

NO

Initial Entry

09
01

77
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98
91

a0
41

\F
in
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\F

in
al
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n:
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2.h Symptom:

Date Location User Value Reason

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NEW OR WORSENED JO
INT 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

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
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

Feb-17-2021
15:19:26

ACV0PF
EINFP60

Data Entry:
LEFT

Initial Entry
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(UTC-08:00) Pacific
Time (US &
Canada)

00 

5.a

Date Location User Value Reason

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Injection Site Reacti
on::

RE
DN
ES
S

Were injection site r
eactions present on t
he last day the Subje
ct Diary was complet
ed?:

NO

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
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
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Feb-17-2021
15:19:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Injection Site Reacti
on::

SW
ELL
ING

Were injection site r
eactions present on
the last day the Sub
ject Diary was comp
leted?:

NO

Initial Entry

09
01

77
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91

a0
41
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5.b Injection Site Reaction:

Date Location User Value Reason

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
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

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Injection Site Rea
ction::

PAIN
AT IN
JECTI
ON SI
TE

Initial Entry
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Were injection sit
e reactions presen
t on the last day t
he Subject Diary
was completed?:

NO

5.c Injection Site Reaction:

Date Location User Value Reason

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
PAIN AT INJECTION SIT
E

Initial Entry

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

Date Location User Value Reason

Feb-17-2021
15:19:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

09
01

77
e1

98
91

a0
41
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al
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Back to Form

1. Date:

Date Location User Value Reason

Feb-17-2021
15:20:18
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Feb/17/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-17-2021
15:20:18
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Record Identif
ier::

1

Temperature: 98.4

Temperature
Unit:

F

Temperature
Location::

ORAL C
AVITY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-17-2021
15:20:18
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
1

Initial Entry

09
01

77
e1

98
91

a0
41
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2.a Temperature:

Date Location User Value Reason

Feb-17-2021
15:20:18
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
98.4

Initial Entry

2.a Unit:

Date Location User Value Reason

Feb-17-2021
15:20:18
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
F

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Feb-17-2021
15:20:18
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
ORAL CAVITY

Initial Entry

09
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Back to Form

1. Lab Panel:

Date Location User Value Reason

Feb-17-2021
15:20:33
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Feb-17-2021
15:20:33
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Feb-17-2021
15:20:33
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Feb/17/2021

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Feb-17-2021 ACV0PF auto calc Data Entry: Initial Entry09
01

77
e1

98
91

a0
41
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15:20:33
(UTC-08:00) Pacific
Time (US & Canada)

EINFP60
00 

(autocalc) STUDY SITE

5. Specimen Type:

Date Location User Value Reason

Feb-17-2021
15:20:33
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Feb-17-2021
15:20:33
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
Sponsor-Def
ined Identifi
er:

113

Test:: Choriogonadot
ropin Beta_PX
113

Result:: NEGATIVE

Not Done::

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Feb-17-2021
15:20:33
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
113

Initial Entry

09
01

77
e1
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91

a0
41
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6.a Test:

Date Location User Value Reason

Feb-17-2021
15:20:33
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Choriogonadotropin Beta_
PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Feb-17-2021
15:20:33
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NEGATIVE

Initial Entry

09
01
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91

a0
41
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Back to Form

1. Data Origin

Date Location User Value Reason

Feb-17-2021
15:20:59
(UTC-08:00) Pacific
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
15:20:59
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-17-2021
15:20:59
(UTC-08:00) Pacific
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 ACV0PF Data Entry: Initial Entry09
01

77
e1

98
91

a0
41
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al
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15:20:44
(UTC-08:00) Pacific
Time (US &
Canada)

EINFP60
00 

Sample ID: BRFFLC

5.a Sample ID

Date Location User Value Reason

Feb-17-2021
15:20:44
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
BRFFLC

Initial Entry

09
01

77
e1

98
91

a0
41
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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

Mar-08-2021
00:47:25
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 2: Closed Response
satisfies query

Mar-05-2021
16:40:12
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 2: Answered DONE

Mar-04-2021
06:22:30
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 2: Reissued:Opened Please complete
Disposition -
Treatment CRF
as the subject
has completed
treatment.

Mar-02-2021
10:45:11
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 2: Answered Please clarify
query - subject
has not
withdrawn from
study

Mar-01-2021
20:59:20
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Balaji Prabu R Query 2: Opened Visit 2 is done
but no Vax 2 on
17-Feb-2021.
Hence, please
complete09

01
77

e1
98

91
a0

41
\F

in
al
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al
 O
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(b) (4)

(b) (4), 
(b) (6)
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(b) (4)
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Disposition –
Treatment CRF.
Thank you.

Feb-24-2021
06:18:30
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Closed Response
satisfies query

Feb-23-2021
14:29:54
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

Feb-23-2021
14:29:39
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Answered CHANGED
DATA TO
SATISFY
QUERY

Feb-23-2021
14:29:39
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry: CHANGED
DATA TO
SATISFY
QUERY

Feb-22-2021
20:57:41
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Reissued:Opened DM2: Please
update details on
this page if
vaccinated if not
select form level
comment as Not
done or else
clarify. Thank
you.09

01
77

e1
98

91
a0

41
\F

in
al

\F
in

al
 O

n:
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(b) (4), 
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Feb-22-2021
09:34:31
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Answered Subject is NOT
going to receive
Vax2 per
protocol

Feb-18-2021
20:46:34
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Reissued:Opened DM: If subject is
going to receive
VAX2 then
please update as
temporary delay
in vaccination or
else clarify.
Thank you.

Feb-18-2021
09:20:23
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Answered Per protocol,
vaccination not
completed due
to participant
testing positive
for Covid-19
(with symptoms)
between Dose 1
and Dose 2.

Feb-17-2021
22:17:10
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Opened DM: Please
complete details
on this form.
Thank you.

Feb-17-2021
15:21:32
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

09
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a0
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al
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2. Treatment Name

Date Location User Value Reason

Feb-23-2021
14:29:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

3. Formulation:

Date Location User Value Reason

Feb-23-2021
14:29:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Feb-23-2021
14:29:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Feb-23-2021
14:29:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

6. Body Side:09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al
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Date Location User Value Reason

Feb-23-2021
14:29:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

7. Route:

Date Location User Value Reason

Feb-23-2021
14:29:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Feb-23-2021
14:29:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

9. Unit:

Date Location User Value Reason

Feb-23-2021
14:29:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason09
01

77
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91

a0
41
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in

al
\F

in
al
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(b) (4)
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(b) (6)
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Feb-23-2021
14:29:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

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

Date Location User Value Reason

Feb-23-2021
14:29:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

(b) (4), 
(b) (6)
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Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-24-2021
09:49:55
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Mar/23/2021

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

(b) (4)
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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

Mar-29-2021
03:32:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Query 1: Closed Response
satisfies query

Mar-26-2021
10:16:51
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Query 1: Answered DONE

Mar-26-2021
10:16:29
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Applicable

Initial Entry

Mar-26-2021
01:38:35
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Query 1: Opened DM: Per
comment, please
add a form level
comment "not
applicable" in
this form. Else
clarify.

2.a

Date Location User Value Reason

Mar-26-2021 ACV0PF Data Entry: Initial Entry09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

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

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

(b) (4), (b) (6)
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10:16:29
(UTC-08:00) Pacific
Time (US & Canada)

EINFP60
00 

Symptom:: FE
VE
R

Were fever or system
ic symptoms present
on the last day the Su
bject Diary was com
pleted?:

Not
App
lica
ble

Mar-24-2021
09:51:39
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Symptom:: FE

V
ER

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

Initial Entry

2.a Symptom:

Date Location User Value Reason

Mar-24-2021
09:51:39
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
FEVER

Initial Entry

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

Date Location User Value Reason

Mar-26-2021 ACV0PF Data Entry: Initial Entry09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

(b) (4)

(b) (4)

(b) (4), (b) (6)
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10:16:29
(UTC-08:00) Pacific
Time (US & Canada)

EINFP60
00 

Not Applicable

2.b

Date Location User Value Reason

Mar-26-2021
10:16:29
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptom:: FAT

IGU
E

Were fever or system
ic symptoms present
on the last day the Su
bject Diary was com
pleted?:

Not
App
lica
ble

Initial Entry

Mar-24-2021
09:51:39
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

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?:

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

(b) (4)
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2.b Symptom:

Date Location User Value Reason

Mar-24-2021
09:51:39
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

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

Mar-26-2021
10:16:29
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Applicable

Initial Entry

2.c

Date Location User Value Reason

Mar-26-2021
10:16:29
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptom:: HE

AD
AC
HE

Were fever or system
ic symptoms present
on the last day the Su
bject Diary was com
pleted?:

Not
App
lica
ble

Initial Entry

Mar-24-2021 ACV0PF Charlie Data Entry: Initial Entry09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

(b) (4)

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

(b) (4), 
(b) (6)
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09:51:39
(UTC-08:00) Pacific
Time (US & Canada)

EINFP60
00 

Chao Symptom:: HE
AD
AC
HE

Were fever or system
ic symptoms present
on the last day the Su
bject Diary was comp
leted?:

2.c Symptom:

Date Location User Value Reason

Mar-24-2021
09:51:39
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

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

Mar-26-2021
10:16:29
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Applicable

Initial Entry

2.d

Date Location User Value Reason

Mar-26-2021
10:16:29

ACV0PF
EINFP60

Data Entry:
Symptom:: CHI

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

(b) (4)

(b) (4)

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

(b) (4), 
(b) (6)
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(UTC-08:00) Pacific
Time (US & Canada)

00  LLS

Were fever or system
ic symptoms present
on the last day the Su
bject Diary was com
pleted?:

Not
App
lica
ble

Mar-24-2021
09:51:39
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Symptom:: C

HI
LL
S

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

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

(b) (4)
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2.d Symptom:

Date Location User Value Reason

Mar-24-2021
09:51:39
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

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

Mar-26-2021
10:16:29
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Applicable

Initial Entry

2.e

Date Location User Value Reason

Mar-26-2021
10:16:29
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptom:: VO

MIT
ING

Were fever or system
ic symptoms present
on the last day the S
ubject Diary was co
mpleted?:

Not
Appl
icabl
e

Initial Entry

Mar-24-2021
09:51:39

ACV0PF
EINFP60

Charlie
Chao

Data Entry:
Symptom:: VO

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

(b) (4)

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

(b) (4), 
(b) (6)
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(UTC-08:00) Pacific
Time (US & Canada)

00  MI
TIN
G

Were fever or system
ic symptoms present
on the last day the Su
bject Diary was comp
leted?:

2.e Symptom:

Date Location User Value Reason

Mar-24-2021
09:51:39
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

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

Mar-26-2021
10:16:29
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Applicable

Initial Entry

2.f

Date Location User Value Reason

Mar-26-2021
10:16:29
(UTC-08:00) Pacific

ACV0PF
EINFP60
00 

Data Entry:
Symptom:: DIA

RR

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

(b) (4)

(b) (4)

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

(b) (4), 
(b) (6)
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Time (US & Canada) HE
A

Were fever or system
ic symptoms present
on the last day the Su
bject Diary was com
pleted?:

Not
App
lica
ble

Mar-24-2021
09:51:39
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

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?:

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

(b) (4)
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2.f Symptom:

Date Location User Value Reason

Mar-24-2021
09:51:39
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

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

Mar-26-2021
10:16:29
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Applicable

Initial Entry

2.g

Date Location User Value Reason

Mar-26-2021
10:16:29
(UTC-08:00) Pacific
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?:

Not App
licable

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

(b) (4)

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

(b) (4), 
(b) (6)
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Mar-24-2021
09:51:39
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

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?:

Initial Entry

2.g Symptom:

Date Location User Value Reason

Mar-24-2021
09:51:39
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

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

Mar-26-2021
10:16:29
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Applicable

Initial Entry

2.h

Date Location User Value Reason09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

(b) (4)

(b) (4)

(b) (4), 
(b) (6)
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Mar-26-2021
10:16:29
(UTC-08:00) Pacific
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?:

Not Ap
plicable

Initial Entry

Mar-24-2021
09:51:39
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

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?:

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

(b) (4)
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2.h Symptom:

Date Location User Value Reason

Mar-24-2021
09:51:39
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

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

Mar-26-2021
10:16:29
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Applicable

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Mar-26-2021
10:16:29
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Applicable

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

Mar-26-2021
10:16:29
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Applicable

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

(b) (4)

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

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

(b) (4), 
(b) (6)
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5.a

Date Location User Value Reason

Mar-26-2021
10:16:29
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Injection Site Reacti
on::

RE
DN
ESS

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

Not
App
licab
le

Initial Entry

Mar-24-2021
09:51:39
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

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?:

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Mar-24-2021
09:51:39
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
REDNESS

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

(b) (4)

(b) (4)

FDA-CBER-2022-5812-0498744
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5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Mar-26-2021
10:16:29
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Applicable

Initial Entry

5.b

Date Location User Value Reason

Mar-26-2021
10:16:29
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Injection Site Reacti
on::

SW
ELL
ING

Were injection site r
eactions present on t
he last day the Subje
ct Diary was comple
ted?:

Not
Appl
icabl
e

Initial Entry

Mar-24-2021
09:51:39
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Injection Site Reacti
on::

SW
ELL
ING

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

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

(b) (4)

FDA-CBER-2022-5812-0498745
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

5.b Injection Site Reaction:

Date Location User Value Reason

Mar-24-2021
09:51:39
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

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

Mar-26-2021
10:16:29
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Applicable

Initial Entry

5.c

Date Location User Value Reason

Mar-26-2021
10:16:29
(UTC-08:00) Pacific
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?:

Not A
pplica
ble

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

(b) (4)

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

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

FDA-CBER-2022-5812-0498746
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Mar-24-2021
09:51:39
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

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?:

Initial Entry

5.c Injection Site Reaction:

Date Location User Value Reason

Mar-24-2021
09:51:39
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

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

Mar-26-2021
10:16:29
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Applicable

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

(b) (4)

(b) (4)

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

FDA-CBER-2022-5812-0498747
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Back to Form

1. Data Origin

Date Location User Value Reason

Mar-24-2021
09:52:14
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-24-2021
09:52:14
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-24-2021
09:52:26
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Mar-24-2021
09:52:14
(UTC-08:00) Pacific
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

41
\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-2022-5812-0498748



Page 771 of 1152

***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

correct as
appropriate.

Mar-24-2021
09:52:14
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
YES

Date of Collection:

Mar/23/2021

Initial Entry

5.a

Date Location User Value Reason

Mar-24-2021
09:52:26
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Sample ID: BJRMMT

Initial Entry

5.a Sample ID

Date Location User Value Reason

Mar-24-2021
09:52:26
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
BJRMMT

Initial Entry

5.b

Date Location User Value Reason

Mar-24-2021
09:52:36
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Sample ID: BJRMMV

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

FDA-CBER-2022-5812-0498749
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5.b Sample ID

Date Location User Value Reason

Mar-24-2021
09:52:36
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
BJRMMV

Initial Entry

5.c

Date Location User Value Reason

Mar-24-2021
09:52:44
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Sample ID: BK5HWR

Initial Entry

5.c Sample ID

Date Location User Value Reason

Mar-24-2021
09:52:44
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
BK5HWR

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

FDA-CBER-2022-5812-0498750
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Form: DATE OF VISIT - ILLNESS ONSET - eCRF
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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

Feb-01-2021
10:57:09
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Jan/20/2021

Changed
Information

Jan-26-2021
07:13:11
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 3: Closed Response
satisfies query

Jan-25-2021
13:48:53
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 3: Answered DONE

Jan-25-2021
03:29:29
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 3: Opened DM: Date of
Visit is
completed but
Nasal Swab
(SWAB PFE)
CRF is not
initiated. Please
review and
update the data
as appropriate.
Thanks09

01
77

e1
98

91
a0

41
\F

in
al

\F
in

al
 O

n:
 1

1-
N

ov
-2

02
1 

01
:2

1 
(G

M
T

)

(b) (4)

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

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

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

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

FDA-CBER-2022-5812-0498751
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Jan-22-2021
11:25:17
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jan-22-2021
11:24:45
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 2: Deleted Close Auto
Query

Jan-22-2021
11:23:49
(UTC-08:00) Pacific
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.

Jan-22-2021
11:23:49
(UTC-08:00) Pacific
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. Please
review and
update as
appropriate.

09
01

77
e1

98
91

a0
41

\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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Jan-22-2021
11:23:49
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Charlie Chao Data Entry:
Jan/19/2021

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Jan-22-2021 11:23:49
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
COVID_A

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

(b) (4)
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Form: SIGNS AND SYMPTOMS OF POTENTIAL
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Back to Form

1. Date of Assessment:

Date Location User Value Reason

Feb-02-2021
01:51:48
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Closed Response
satisfies query

Feb-01-2021
10:57:09
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Answered Answer Auto
Query

Jan-31-2021
22:59:10
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Reissued:Opened DM: Page is
unfrozen.
Kindly consider
to update
correct data as
appropriate.
Thank you.

Jan-29-2021
09:07:22
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Answered Date of
Assessment is
correct DOV
needs to be
corrected but
data is frozen.

Jan-22-2021
11:24:45

ACV0PF
EINFP60

auto query
(autoquery)

Query 1: Opened Date of
assessment is09

01
77

e1
98

91
a0

41
\F

in
al

\F
in

al
 O

n:
 1

1-
N

ov
-2

02
1 

01
:2

1 
(G

M
T

)

(b) (4)

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

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

(b) (4), (b) (6)
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(UTC-08:00) Pacific
Time (US &
Canada)

00  not same as
Date Visit.
Please check
and correct.

Jan-22-2021
11:24:45
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Charlie Chao Data Entry:
Jan/20/2021

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Jan/19/2021

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Date of Last Symptom Reso
lved:

Jan/20/2021

Initial Entry

4.a

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific

ACV0PF
EINFP60

Charlie
Chao

Data Entry: Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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Time (US & Canada) 00  Symptoms: FEVER

Symptom Present: NO

4.a Symptoms:

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
FEVER

Initial Entry

4.a Was symptom present?

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry

4.b

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Symptom
s:

NEW OR INCR
EASED COUGH

Symptom
Present:

NO

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
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T
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(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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4.b Symptoms:

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NEW OR INCREASED CO
UGH

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry

4.c

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Sympto
ms:

NEW OR INCREA
SED SHORTNESS
OF BREATH

Sympto
m Pres
ent:

YES

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov
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(b) (4)

(b) (4)

(b) (4)

(b) (4)
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Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

4.c Symptoms:

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NEW OR INCREASED SHO
RTNESS OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
YES

Initial Entry

4.d

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Symptoms: CHILLS

Symptom Present: NO

Initial Entry
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Header Text: c4591001

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

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

4.d Symptoms:

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry

4.e

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Sympto
ms:

NEW OR INCRE
ASED MUSCLE
PAIN

Sympto
m Prese
nt:

NO

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

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

4.e Symptoms:

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NEW OR INCREASED MU
SCLE PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Sympto
ms:

NEW LOSS OF T
ASTE OR SMEL
L

Sympto
m Presen
t:

NO

Initial Entry
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Header Text: c4591001

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

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

4.f Symptoms:

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NEW LOSS OF TASTE OR
SMELL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry

4.g

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Sympto
ms:

NEW OR INCRE
ASED SORE TH
ROAT

Sympto
m Prese
nt:

NO

Initial Entry
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Header Text: c4591001

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

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

4.g Symptoms:

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NEW OR INCREASED SOR
E THROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry

4.h

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Symptoms: DIARRHE

A

Symptom Prese
nt:

NO

Initial Entry
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Header Text: c4591001

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

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

4.h Symptoms:

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry

4.i

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Symptoms: VOMITIN

G

Symptom Prese
nt:

NO

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

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

4.i Symptoms:

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Jan-22-2021 11:24:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry

09
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41
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Header Text: c4591001

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

Form: MICROBIOLOGY SPECIMEN - Audit Trail

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

Date Location User Value Reason

Feb-01-2021
10:58:38
(UTC-08:00)
Pacific Time (US
& Canada)

ACV0PFEINFP6000 Form Created

09
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41
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n:
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(b) (4), 
(b) (6)
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/20/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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

Feb-01-2021
10:58:55
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Closed Close Auto
Query

Feb-01-2021
10:58:55
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Jan/24/2021

Transcription
Error

Feb-01-2021
10:58:38
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Opened Date entered is
in the future
compared to
today's date.
Please correct.

Feb-01-2021
10:58:38
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Feb/24/2021

Initial Entry

Feb-01-2021
10:57:52
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry: Initial Entry

Jan-22-2021
11:24:59
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry
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Visit: POT_COVID_ILL 1 -
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Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

2. Specimen Type:

Date Location User Value Reason

Feb-01-2021
10:58:38
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
SWABBED MATERIAL

Initial Entry

Feb-01-2021
10:57:52
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry: Initial Entry

Jan-22-2021
11:24:59
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Feb-01-2021
10:58:38
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NASOPHARYNX

Initial Entry

Feb-01-2021
10:57:52
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry: Initial Entry

Jan-22-2021
11:24:59
(UTC-08:00) Pacific

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

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

Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Time (US & Canada)

4. Assay Code and Description:

Date Location User Value Reason

Feb-01-2021
10:58:38
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SEVERE ACUTE RESP SY
NDROME CORONAVIRU
S 2

Initial Entry

Feb-01-2021
10:57:52
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry: Initial Entry

Jan-22-2021
11:24:59
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

5. Device Type:

Date Location User Value Reason

Feb-01-2021
10:58:38
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SARS-COV-2 DIAGNOSTI
C TEST

Initial Entry

Feb-01-2021
10:57:52
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry: Initial Entry

Jan-22-2021 ACV0PF Charlie Data Entry: Initial Entry09
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(b) (6)
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/20/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

11:24:59
(UTC-08:00) Pacific
Time (US & Canada)

EINFP60
00 

Chao Not Done

6. Trade Name:

Date Location User Value Reason

Feb-01-2021
10:58:38
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
OTHER

Initial Entry

Feb-01-2021
10:57:52
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry: Initial Entry

Jan-22-2021
11:24:59
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

7. Test Result:

Date Location User Value Reason

Feb-01-2021
10:58:38
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
POSITIVE

Initial Entry

Feb-01-2021
10:57:52
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Jan-22-2021
11:24:59
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

8. Comments/Findings/Details:

Date Location User Value Reason

Feb-01-2021
10:57:52
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry: Initial Entry

Jan-22-2021
11:24:59
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason

Feb-01-2021
10:58:38
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
SARS COV2 TEST CLIA C
ERT LAB

Initial Entry

Feb-01-2021
10:57:52
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry: Initial Entry

Jan-22-2021
11:24:59
(UTC-08:00) Pacific

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry
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Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Time (US & Canada)
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Header Text: c4591001

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

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-22-2021 11:25:17
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-22-2021 11:25:17
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-22-2021
11:25:29
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jan-22-2021
11:25:17
(UTC-08:00) Pacific
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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Header Text: c4591001

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

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Jan-22-2021
11:25:17
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
YES

Date of Collection:

Jan/21/2021

Initial Entry

5.a

Date Location User Value Reason

Jan-22-2021 11:25:29
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Sample ID: RR10814

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-22-2021 11:25:29
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
RR10814

Initial Entry
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41
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Header Text: c4591001

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

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-25-2021 13:48:44
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-25-2021 13:48:44
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-25-2021
13:48:44
(UTC-08:00) Pacific
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

Jan-25-2021
13:48:44
(UTC-08:00) Pacific

ACV0PF
EINFP60
00 

Data Entry:
SEE SELF SWAB

Initial Entry
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Header Text: c4591001

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

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Time (US & Canada)
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Header Text: c4591001

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

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1.a

Date Location User Value Reason

Jan-29-2021
09:08:59
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Type of Practitio
ner:

Not Ap
plicable

Occurrence of Vi
sits or Contacts:

NO

Initial Entry

Jan-29-2021
09:08:41
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Type of Practitio
ner:

Not Ap
plicable

Occurrence of Vi
sits or Contacts:

Initial Entry

Jan-22-2021
11:26:15
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Type of Practitio
ner:

Not Ap
plicable

Occurrence of Vi
sits or Contacts:

Not Ap
plicable

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Jan-22-2021 11:26:15
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

1.a Occurrence of Visits or Contacts:09
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77
e1
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91

a0
41
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(b) (4), 
(b) (6)

(b) (4)

(b) (4)

FDA-CBER-2022-5812-0498776



Page 799 of 1152

***Confidential***

Header Text: c4591001

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

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Date Location User Value Reason

Jan-29-2021
12:31:00
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00.InFor
mAdapte
r.Discrep
ancy 

DMW QUERY Query 1: Clos
ed

Auto closed by Validation
Check:
VC_HOHCU002_01

Jan-29-2021
09:08:59
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Ans
wered

Initial Entry

Jan-29-2021
09:08:59
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

Jan-29-2021
09:08:41
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Data Entry: Initial Entry

Jan-26-2021
07:12:27
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Query 1: Reiss
ued:Opened

DM: Please select YES or
NO as response to this
fields (3a - 3f), Or clarify.
Thank you.

Jan-25-2021
13:50:12
(UTC-08:00)

ACV0PF
EINFP60
00 

Query 1: Ans
wered

DUPLICATE QUERY
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Header Text: c4591001

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

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Pacific Time
(US & Canada)

Jan-24-2021
22:21:34
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00.InFor
mAdapte
r.Discrep
ancy 

DMW QUERY Query 1: Open
ed

DMW6961710;Occurrence
of Visits or Contacts is not
expected to be Not Done
or Not Applicable or
Unknown. Please review
and update appropriately
or clarify

Jan-22-2021
11:26:15
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Charlie Chao Data Entry:
Not Applicabl
e

Initial Entry

1.b

Date Location User Value Reason

Jan-29-2021
09:08:59
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Type of Practitio
ner:

Not Ap
plicable

Occurrence of Vi
sits or Contacts:

NO

Initial Entry

Jan-29-2021
09:08:41
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Type of Practitio
ner:

Not Ap
plicable

Occurrence of Vi
sits or Contacts:

Initial Entry

Jan-22-2021
11:26:15

ACV0PF
EINFP60

Charlie
Chao

Data Entry:
Type of Practitio Not Ap

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

(b) (4)

(b) (4)

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

(b) (4), 
(b) (6)
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Header Text: c4591001

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

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

(UTC-08:00) Pacific
Time (US & Canada)

00  ner: plicable

Occurrence of Vi
sits or Contacts:

Not Ap
plicable
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77
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Header Text: c4591001

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

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Jan-22-2021 11:26:15
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Jan-29-2021
12:31:00
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00.InFor
mAdapte
r.Discrep
ancy 

DMW QUERY Query 1: Clos
ed

Auto closed by Validation
Check:
VC_HOHCU002_01

Jan-29-2021
09:08:59
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Ans
wered

Initial Entry

Jan-29-2021
09:08:59
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

Jan-29-2021
09:08:41
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Data Entry: Initial Entry

09
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(b) (4)

(b) (4)

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

(b) (4), (b) (6)
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Header Text: c4591001

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

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Jan-26-2021
03:01:59
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Query 1: Reiss
ued:Opened

Please select YES or NO
as response to this field.
Or clarify.

Jan-25-2021
13:50:20
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Query 1: Ans
wered

DUPLICATE QUERY

Jan-24-2021
22:21:34
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00.InFor
mAdapte
r.Discrep
ancy 

DMW QUERY Query 1: Open
ed

DMW6961711;Occurrence
of Visits or Contacts is not
expected to be Not Done
or Not Applicable or
Unknown. Please review
and update appropriately
or clarify

Jan-22-2021
11:26:15
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Charlie Chao Data Entry:
Not Applicabl
e

Initial Entry

1.c

Date Location User Value Reason

Jan-29-2021
09:08:59
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Type of Practitio
ner:

Not Ap
plicable

Occurrence of Vi
sits or Contacts:

NO

Initial Entry
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41
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(b) (4), (b) (6)

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

(b) (4)

(b) (4)

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

FDA-CBER-2022-5812-0498781
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Header Text: c4591001

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

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Jan-29-2021
09:08:41
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Type of Practitio
ner:

Not Ap
plicable

Occurrence of Vi
sits or Contacts:

Initial Entry

Jan-22-2021
11:26:15
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Type of Practitio
ner:

Not Ap
plicable

Occurrence of Vi
sits or Contacts:

Not Ap
plicable

Initial Entry

09
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77
e1

98
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41
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(b) (4), 
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(b) (4)

FDA-CBER-2022-5812-0498782
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Header Text: c4591001

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

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Jan-22-2021 11:26:15
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Jan-29-2021
09:08:59
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

Jan-29-2021
09:08:41
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Data Entry: Initial Entry

Jan-26-2021
07:09:21
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Query 1: Clos
ed

Close query present

Jan-25-2021
13:50:28
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Query 1: Ans
wered

DUPLICATE QUERY
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(b) (4), (b) (6)

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

FDA-CBER-2022-5812-0498783
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Header Text: c4591001

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

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Jan-24-2021
22:21:34
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00.InFor
mAdapte
r.Discrep
ancy 

DMW QUERY Query 1: Open
ed

DMW6961712;Occurrence
of Visits or Contacts is not
expected to be Not Done
or Not Applicable or
Unknown. Please review
and update appropriately
or clarify

Jan-22-2021
11:26:15
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Charlie Chao Data Entry:
Not Applicabl
e

Initial Entry

1.d

Date Location User Value Reason

Jan-29-2021
09:08:59
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Type of Practitio
ner:

Not Ap
plicable

Occurrence of Vi
sits or Contacts:

NO

Initial Entry

Jan-29-2021
09:08:41
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Type of Practitio
ner:

Not Ap
plicable

Occurrence of Vi
sits or Contacts:

Initial Entry

Jan-22-2021
11:26:15
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Type of Practitio
ner:

Not Ap
plicable

Initial Entry

09
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91

a0
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(b) (4), 
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(b) (4)

FDA-CBER-2022-5812-0498784
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Header Text: c4591001

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

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Occurrence of Vi
sits or Contacts:

Not Ap
plicable
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Header Text: c4591001

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

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Jan-22-2021 11:26:15
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Jan-29-2021
09:08:59
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

Jan-29-2021
09:08:41
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Data Entry: Initial Entry

Jan-26-2021
07:09:59
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Query 1: Clos
ed

Query present

Jan-25-2021
13:50:34
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Query 1: Ans
wered

DUPLICATE QUERY

09
01

77
e1

98
91

a0
41
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al
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n:

 1
1-
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(b) (4)

(b) (4)

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

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

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

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

FDA-CBER-2022-5812-0498786
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Header Text: c4591001

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

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Jan-24-2021
22:21:34
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00.InFor
mAdapte
r.Discrep
ancy 

DMW QUERY Query 1: Open
ed

DMW6961713;Occurrence
of Visits or Contacts is not
expected to be Not Done
or Not Applicable or
Unknown. Please review
and update appropriately
or clarify

Jan-22-2021
11:26:15
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Charlie Chao Data Entry:
Not Applicabl
e

Initial Entry

1.e

Date Location User Value Reason

Jan-29-2021
09:08:59
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Type of Practitio
ner:

Not Ap
plicable

Occurrence of Vi
sits or Contacts:

NO

Initial Entry

Jan-29-2021
09:08:41
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Type of Practitio
ner:

Not Ap
plicable

Occurrence of Vi
sits or Contacts:

Initial Entry

Jan-22-2021
11:26:15
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Type of Practitio
ner:

Not Ap
plicable

Initial Entry

09
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a0
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(b) (4)

(b) (4)

(b) (4)

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

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

(b) (4)

FDA-CBER-2022-5812-0498787
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Header Text: c4591001

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

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Occurrence of Vi
sits or Contacts:

Not Ap
plicable

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Jan-22-2021 11:26:15
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Jan-29-2021
09:08:59
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

Jan-29-2021
09:08:41
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry: Initial Entry

09
01

77
e1
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41
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al
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 1
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N
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(b) (4)

(b) (4)

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

(b) (4), 
(b) (6)
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Header Text: c4591001

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

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Jan-26-2021
07:08:51
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Query 1: Clos
ed

Close query present

Jan-25-2021
13:50:44
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Query 1: Ans
wered

DUPLICATE QUERY

Jan-24-2021
22:21:34
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00.InFor
mAdapte
r.Discrep
ancy 

DMW QUERY Query 1: Ope
ned

DMW6961714;Occurrence
of Visits or Contacts is not
expected to be Not Done
or Not Applicable or
Unknown. Please review
and update appropriately
or clarify

Jan-22-2021
11:26:15
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Charlie Chao Data Entry:
Not Applicabl
e

Initial Entry

1.f

Date Location User Value Reason

09
01

77
e1

98
91

a0
41
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al
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al
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(b) (4)

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

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

(b) (4)

(b) (4)

FDA-CBER-2022-5812-0498789
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Header Text: c4591001

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

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Jan-29-2021
09:08:59
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Type of Practitio
ner:

Not Ap
plicable

Occurrence of Vi
sits or Contacts:

NO

Initial Entry

Jan-29-2021
09:08:41
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Type of Practitio
ner:

Not Ap
plicable

Occurrence of Vi
sits or Contacts:

Initial Entry

Jan-22-2021
11:26:15
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Type of Practitio
ner:

Not Ap
plicable

Occurrence of Vi
sits or Contacts:

Not Ap
plicable

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
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(b) (4)

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

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

(b) (4)
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Header Text: c4591001

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

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Jan-22-2021 11:26:15
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Jan-29-2021
12:31:00
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00.InFor
mAdapte
r.Discrep
ancy 

DMW QUERY Query 1: Clos
ed

Auto closed by Validation
Check:
VC_HOHCU002_01

Jan-29-2021
09:08:59
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Ans
wered

Initial Entry

Jan-29-2021
09:08:59
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

Jan-29-2021
09:08:41
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Data Entry: Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
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N
ov
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(b) (4)

(b) (4)

(b) (4)

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

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

FDA-CBER-2022-5812-0498791
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Header Text: c4591001

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

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Jan-24-2021
22:21:34
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00.InFor
mAdapte
r.Discrep
ancy 

DMW QUERY Query 1: Open
ed

DMW6961715;Occurrence
of Visits or Contacts is not
expected to be Not Done
or Not Applicable or
Unknown. Please review
and update appropriately
or clarify

Jan-22-2021
11:26:15
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Charlie Chao Data Entry:
Not Applicabl
e

Initial Entry

2. Other Type of Practitioner Specify:

Date Location User Value Reason

Jan-29-2021
09:08:41
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry: Initial Entry

Jan-22-2021
11:26:15
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

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

Date Location User Value Reason

Jan-29-2021
12:33:04
(UTC-08:00)
Pacific Time

ACV0PF
EINFP60
00.InFor
mAdapte

DMW QUERY Query 1: Closed Auto closed by
Validation Check:
VC_HOHCU002_02

09
01

77
e1

98
91

a0
41
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al
\F

in
al

 O
n:

 1
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N
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(b) (4)

(b) (4)

(b) (4)

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

(b) (4)

(b) (4)
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Header Text: c4591001

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

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

(US & Canada) r.Discrep
ancy 

Jan-29-2021
09:08:59
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Answe
red

Initial Entry

Jan-29-2021
09:08:59
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

Jan-29-2021
09:08:41
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Data Entry: Initial Entry

Jan-24-2021
22:21:34
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00.InFor
mAdapte
r.Discrep
ancy 

DMW QUERY Query 1: Opene
d

DMW6961811;Response
to 'Has the subject been
hospitalized due to
potential COVID-19
illness?' is not expected
to be Not Done or Not
Applicable or Unknown.
Please review and
update appropriately or
clarify

Jan-22-2021
11:26:15
(UTC-08:00)
Pacific Time

ACV0PF
EINFP60
00 

Charlie Chao Data Entry:
Not Applicable

Initial Entry

09
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e1
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a0
41

\F
in

al
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(b) (4)

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

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

(b) (4)

(b) (4)
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Header Text: c4591001

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

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

(US & Canada)
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Header Text: c4591001

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

Form: RESPIRATORY TREATMENT - eCRF Audit Trail
History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. What is the treatment Identifier?

Date Location User Value Reason

Jan-22-2021 11:26:38
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

2. Concomitant Non-drug Treatment Pre-specified:

Date Location User Value Reason

Jan-22-2021 11:26:38
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

3. Treatment:

Date Location User Value Reason

Jan-22-2021 11:26:38
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

4. Treatment:

Date Location User Value Reason

Jan-22-2021 11:26:38
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5. Start Date:09
01

77
e1

98
91

a0
41

\F
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al
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in
al
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/20/2021

Form: RESPIRATORY TREATMENT - eCRF Audit Trail
History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Date Location User Value Reason

Jan-22-2021 11:26:38
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

6. Ongoing?

Date Location User Value Reason

Jan-22-2021 11:26:38
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

09
01

77
e1

98
91

a0
41
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in

al
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in
al

 O
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 1
1-
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(b) (4)

(b) (4)
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Header Text: c4591001

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

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Not Complete

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Jan-22-2021 11:26:58
(UTC-08:00) Pacific
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

Feb-03-2021
06:11:03
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Closed Response
satisfies query

Feb-02-2021
14:52:15
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Answered Transcription
Error

Feb-02-2021
14:52:15
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Respiratory Illness Diagn
osis:

COVID 19

Date of Diagnosis:

Transcription
Error

09
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91

a0
41
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n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

(b) (4), 
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Subject No: 12701237 Subject Initials: ---

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

Jan/24/2021

Feb-02-2021
12:25:50
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Reissued:Opened CLIQUERY:
Please confirm
or update year
2020 as other
assessments in
this visit have
year as 2021.

Feb-02-2021
10:50:01
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Answered New
Information

Feb-02-2021
10:50:01
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Respiratory Illness Diagn
osis:

COVID 19

Date of Diagnosis:

Jan/24/2020

New
Information

Feb-01-2021
11:03:11
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Opened Clinical Query:
COVID-19
diagnosis should
be entered on
this CRF as
there was a local
positive test and
symptoms09

01
77
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98

91
a0

41
\F
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al
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(b) (4), 
(b) (6)
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/20/2021

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Not Complete

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

recorded. Please
update diagnosis
to COVID-19.

Jan-22-2021
11:26:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Charlie Chao Data Entry:
NO

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason

Jan-22-2021 11:26:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
1

Initial Entry

09
01

77
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Header Text: c4591001

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

Form: ILLNESS DETAILS - SEVERE - eCRF Audit
Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Jan-22-2021 11:27:14
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
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EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

5.g

Date Location User Value Reason

Jan-22-2021 11:28:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Sponsor-Defined Id
entifier:

Not D
one

Test:: Not D
one

Result:: Not D
one

Not Done:: Not D
one

Lab Normal Range
:

Not D
one

Initial Entry

09
01

77
e1
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91

a0
41
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n:
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:28 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

5.g Sponsor ID:

Date Location User Value Reason

Jan-22-2021 11:28:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

5.g Test:

Date Location User Value Reason

Jan-22-2021 11:28:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

5.g Result:

Date Location User Value Reason

Jan-22-2021 11:28:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

5.g Not Done:

Date Location User Value Reason

Jan-22-2021 11:28:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

5.g LNMT

Date Location User Value Reason

09
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:28 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Jan-22-2021 11:28:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

5.h

Date Location User Value Reason

Jan-22-2021 11:28:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Sponsor-Defined Id
entifier:

Not D
one

Test:: Not D
one

Result:: Not D
one

Not Done:: Not D
one

Lab Normal Range
:

Not D
one

Initial Entry

09
01

77
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91

a0
41
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:28 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

5.h Sponsor ID:

Date Location User Value Reason

Jan-22-2021 11:28:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

5.h Test:

Date Location User Value Reason

Jan-22-2021 11:28:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

5.h Result:

Date Location User Value Reason

Jan-22-2021 11:28:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

5.h Not Done:

Date Location User Value Reason

Jan-22-2021 11:28:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

5.h LNMT

Date Location User Value Reason
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Unscheduled Visit on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:28 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Jan-22-2021 11:28:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

5.i

Date Location User Value Reason

Jan-22-2021 11:28:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Sponsor-Defined Id
entifier:

Not D
one

Test:: Not D
one

Result:: Not D
one

Not Done:: Not D
one

Lab Normal Range
:

Not D
one

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

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:28 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

5.i Sponsor ID:

Date Location User Value Reason

Jan-22-2021 11:28:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

5.i Test:

Date Location User Value Reason

Jan-22-2021 11:28:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

5.i Result:

Date Location User Value Reason

Jan-22-2021 11:28:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

5.i Not Done:

Date Location User Value Reason

Jan-22-2021 11:28:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

5.i LNMT
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Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:28 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Date Location User Value Reason

Jan-22-2021 11:28:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

5.j

Date Location User Value Reason

Jan-22-2021 11:28:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Sponsor-Defined Id
entifier:

Not D
one

Test:: Not D
one

Result:: Not D
one

Not Done:: Not D
one

Lab Normal Range
:

Not D
one

Initial Entry
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Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:28 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

5.j Sponsor ID:

Date Location User Value Reason

Jan-22-2021 11:28:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

5.j Test:

Date Location User Value Reason

Jan-22-2021 11:28:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

5.j Result:

Date Location User Value Reason

Jan-22-2021 11:28:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

5.j Not Done:

Date Location User Value Reason

Jan-22-2021 11:28:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

5.j LNMT

Date Location User Value Reason

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

FDA-CBER-2022-5812-0498837



Page 860 of 1152

***Confidential***

Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:28 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Jan-22-2021 11:28:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry
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Header Text: c4591001

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

Form: VITAL SIGNS - COVID - eCRF Audit Trail
History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Date:

Date Location User Value Reason

Jan-22-2021 11:28:27
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

2.a

Date Location User Value Reason

Jan-22-2021 11:28:27
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Record Identifier:: Not Ap

plicabl
e

Systolic:: Not Ap
plicabl
e

Diastolic:: Not Ap
plicabl
e

Respiratory Rate i
n respirations/min
ute:

Not Ap
plicabl
e

Heart Rate in beat
s/minute:

Not Ap
plicabl
e

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

(b) (4)

(b) (4)

FDA-CBER-2022-5812-0498839



Page 862 of 1152

***Confidential***

Header Text: c4591001
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Form: VITAL SIGNS - COVID - eCRF Audit Trail
History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Jan-22-2021 11:28:27
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

2.a Systolic:

Date Location User Value Reason

Jan-22-2021 11:28:27
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Jan-22-2021 11:28:27
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Jan-22-2021 11:28:27
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Jan-22-2021 11:28:27
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

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

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS - eCRF Audit Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Jan-22-2021 11:28:44
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

2. Category:

Date Location User Value Reason

Jan-22-2021 11:28:44
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Jan-22-2021 11:28:44
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

4. Medication:

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

Date Location User Value Reason

Jan-22-2021 11:28:44 ACV0PF Charlie Data Entry: Initial Entry09
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41
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in
al
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/20/2021

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS - eCRF Audit Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

(UTC-08:00) Pacific
Time (US & Canada)

EINFP60
00 

Chao Not Applicable

5. Start Date:

Date Location User Value Reason

Jan-22-2021 11:28:44
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

6. Ongoing?

Date Location User Value Reason

Jan-22-2021 11:28:44
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

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

Form: IMAGING - eCRF Audit Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Jan-22-2021 11:28:59
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Jan-22-2021 11:28:59
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Jan-22-2021 11:28:59
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

4. Assessment:

Date Location User Value Reason

Jan-22-2021 11:28:59
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Jan/29/2021

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: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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-02-2021
14:29:34
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 2: Deleted Close Auto
Query

Feb-02-2021
14:28:07
(UTC-08:00) Pacific
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.

Feb-02-2021
14:28:07
(UTC-08:00) Pacific
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

41
\F

in
al
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al
 O

n:
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N
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Visit: POT_COVID_ILL 2 -
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review and
update as
appropriate.

Feb-02-2021
14:28:07
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Jan/29/2021

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Feb-02-2021
14:28:07
(UTC-08:00) Pacific
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

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Jan/29/2021

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Jan/26/2021

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Date of Last Symptom Reso
lved:

Jan/26/2021

Initial Entry

4.a

Date Location User Value Reason
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Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Symptoms: FEVER

Symptom Present: NO

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
FEVER

Initial Entry

4.a Was symptom present?

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry

4.b

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Symptom
s:

NEW OR INCR
EASED COUGH

Symptom
Present:

NO

Initial Entry
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4.b Symptoms:

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NEW OR INCREASED CO
UGH

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry

4.c

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Sympto
ms:

NEW OR INCREA
SED SHORTNESS
OF BREATH

Sympto
m Pres
ent:

NO

Initial Entry
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4.c Symptoms:

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NEW OR INCREASED SHO
RTNESS OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry

4.d

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Symptoms: CHILLS

Symptom Present: NO

Initial Entry
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4.d Symptoms:

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry

4.e

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Sympto
ms:

NEW OR INCRE
ASED MUSCLE
PAIN

Sympto
m Prese
nt:

NO

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

FDA-CBER-2022-5812-0498850



Page 873 of 1152

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Jan/29/2021

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

4.e Symptoms:

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NEW OR INCREASED MU
SCLE PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Sympto
ms:

NEW LOSS OF T
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Sympto
m Presen
t:

NO

Initial Entry
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4.f Symptoms:

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NEW LOSS OF TASTE OR
SMELL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry

4.g

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Sympto
ms:

NEW OR INCRE
ASED SORE TH
ROAT

Sympto
m Prese
nt:

NO

Initial Entry
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4.g Symptoms:

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NEW OR INCREASED SOR
E THROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry

4.h

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Symptoms: DIARRHE

A

Symptom Prese
nt:

YES

Initial Entry
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4.h Symptoms:

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
YES

Initial Entry

4.i

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Symptoms: VOMITIN

G

Symptom Prese
nt:

NO

Initial Entry
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4.i Symptoms:

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Feb-02-2021
14:28:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry
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Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Feb-02-2021
14:29:13
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Feb-02-2021
14:29:13
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Feb-02-2021
14:29:13
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason

Feb-02-2021
14:29:13

ACV0PF
EINFP60

Charlie
Chao

Data Entry:
Not Done

Initial Entry
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(UTC-08:00) Pacific
Time (US & Canada)

00 

5. Device Type:

Date Location User Value Reason

Feb-02-2021
14:29:13
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

6. Trade Name:

Date Location User Value Reason

Feb-02-2021
14:29:13
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

7. Test Result:

Date Location User Value Reason

Feb-02-2021
14:29:13
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

8. Comments/Findings/Details:

Date Location User Value Reason

Feb-02-2021
14:29:13

ACV0PF
EINFP60

Charlie
Chao

Data Entry:
Not Done

Initial Entry
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(UTC-08:00) Pacific
Time (US & Canada)

00 

9. Trade Name Other, Specify:

Date Location User Value Reason

Feb-02-2021
14:29:13
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Feb-02-2021
14:29:34
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-02-2021
14:29:34
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-02-2021
14:29:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-02-2021
14:29:34
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

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

Feb-02-2021
14:29:34
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
YES

Date of Collection:

Jan/29/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-02-2021
14:29:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Sample ID: RR26586

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-02-2021
14:29:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
RR26586

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Feb-11-2021
08:50:44
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-11-2021
08:50:44
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-11-2021
10:34:25
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Closed Response
satisfies query

Feb-11-2021
08:50:44
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Answered Initial Entry
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Feb-11-2021
08:50:44
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

Feb-10-2021
10:50:16
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Opened CLIQUERY:
Please complete
required CRF.

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

Date Location User Value Reason

Feb-11-2021
08:50:44
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
SEE SELF SWAB

Initial Entry
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Back to Form

1.a

Date Location User Value Reason

Feb-02-2021
14:30:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Type of Practition
er:

SPECI
ALIST

Occurrence of Visi
ts or Contacts:

NO

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Feb-02-2021
14:30:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-02-2021
14:30:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry

1.b

Date Location User Value Reason
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Feb-02-2021
14:30:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Type of Practiti
oner:

EMERGE
NCY ROO
M

Occurrence of
Visits or Conta
cts:

NO

Initial Entry

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Feb-02-2021
14:30:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
EMERGENCY ROOM

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-02-2021
14:30:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry

1.c

Date Location User Value Reason

Feb-02-2021
14:30:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Type of Pract
itioner:

PRIMARY C
ARE PHYSI
CIAN

Initial Entry
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Occurrence o
f Visits or Co
ntacts:

NO

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Feb-02-2021
14:30:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
PRIMARY CARE PHYSICI
AN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-02-2021
14:30:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry

1.d

Date Location User Value Reason

Feb-02-2021
14:30:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Type of Practitio
ner:

URGEN
T CARE

Occurrence of Vi
sits or Contacts:

NO

Initial Entry
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1.d Physician or Healthcare Professional:

Date Location User Value Reason

Feb-02-2021
14:30:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-02-2021
14:30:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry

1.e

Date Location User Value Reason

Feb-02-2021
14:30:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Type of Prac
titioner:

TELEPHONE
CONSULTAT
ION

Occurrence
of Visits or
Contacts:

YES
Number of V
isits or Cont
acts:

1

Initial Entry
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1.e Physician or Healthcare Professional:

Date Location User Value Reason

Feb-02-2021
14:30:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
TELEPHONE CONSULTATI
ON

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-02-2021
14:30:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
YES

Number of Visits or Contact
s:

1

Initial Entry

1.f

Date Location User Value Reason

Feb-02-2021
14:30:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

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

Feb-02-2021
14:30:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-02-2021
14:30:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

Feb-02-2021
14:30:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry
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Back to Form

1. What is the treatment Identifier?

Date Location User Value Reason

Feb-02-2021
14:30:43
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

2. Concomitant Non-drug Treatment Pre-specified:

Date Location User Value Reason

Feb-02-2021
14:30:43
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

3. Treatment:

Date Location User Value Reason

Feb-02-2021
14:30:43
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

4. Treatment:

Date Location User Value Reason

Feb-02-2021
14:30:43

ACV0PF
EINFP60

Charlie
Chao

Data Entry:
Not Done

Initial Entry
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(UTC-08:00) Pacific
Time (US & Canada)

00 

5. Start Date:

Date Location User Value Reason

Feb-02-2021
14:30:43
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

6. Ongoing?

Date Location User Value Reason

Feb-02-2021
14:30:43
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry
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Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Feb-02-2021
14:31:03
(UTC-08:00) Pacific
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

Feb-02-2021
14:31:03
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason

Feb-02-2021
14:31:03
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
1

Initial Entry
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Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Feb-02-2021
14:31:17
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

2. Subcategory of Clinical Event:

Date Location User Value Reason

Feb-02-2021
14:31:17
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

3. Was a diagnosis obtained?

Date Location User Value Reason

Feb-02-2021
14:31:17
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

4. Toxicity Grade:

Date Location User Value Reason

Feb-02-2021
14:31:17

ACV0PF
EINFP60

Charlie
Chao

Data Entry:
Not Done

Initial Entry
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(UTC-08:00) Pacific
Time (US & Canada)

00 
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Back to Form

1. Lab Panel:

Date Location User Value Reason

Feb-02-2021
14:31:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Feb-02-2021
14:31:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

3. Collection Date:

Date Location User Value Reason

Feb-02-2021
14:31:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Feb-02-2021
14:31:48

ACV0PF
EINFP60

Charlie
Chao

Data Entry:
Not Done

Initial Entry
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5.g LNMT
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Time (US & Canada)
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00 
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Date Location User Value Reason
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Time (US & Canada)
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Date Location User Value Reason

Feb-02-2021
14:32:11
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
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Initial Entry

5.h Test:

Date Location User Value Reason

Feb-02-2021
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Time (US & Canada)

ACV0PF
EINFP60
00 
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Chao

Data Entry:
Not Done

Initial Entry

5.h Result:

Date Location User Value Reason

Feb-02-2021
14:32:11
(UTC-08:00) Pacific
Time (US & Canada)
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00 
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Chao

Data Entry:
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5.h Not Done:
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5.h LNMT

Date Location User Value Reason

Feb-02-2021
14:32:11
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

5.i

Date Location User Value Reason
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Data Entry:
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Back to Form

5.i Sponsor ID:

Date Location User Value Reason

Feb-02-2021
14:32:11
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 
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Chao

Data Entry:
Not Done

Initial Entry

5.i Test:

Date Location User Value Reason

Feb-02-2021
14:32:11
(UTC-08:00) Pacific
Time (US & Canada)
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00 
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Chao

Data Entry:
Not Done

Initial Entry

5.i Result:

Date Location User Value Reason

Feb-02-2021
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(UTC-08:00) Pacific
Time (US & Canada)
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00 
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Data Entry:
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Initial Entry
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Time (US & Canada)

5.i LNMT

Date Location User Value Reason

Feb-02-2021
14:32:11
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry
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Date Location User Value Reason

Feb-02-2021
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Time (US & Canada)
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00 
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Data Entry:
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5.j Sponsor ID:

Date Location User Value Reason

Feb-02-2021
14:32:11
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

5.j Test:

Date Location User Value Reason

Feb-02-2021
14:32:11
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Time (US & Canada)

ACV0PF
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00 

Charlie
Chao

Data Entry:
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5.j LNMT

Date Location User Value Reason
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Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021
14:32:29
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Time (US & Canada)

ACV0PF
EINFP60
00 
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Data Entry:
Not Done

Initial Entry
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Chao

Data Entry:
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Respiratory Rate in r
espirations/minute:
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Not
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Initial Entry
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Feb-02-2021
14:32:29
(UTC-08:00) Pacific
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Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021
14:32:44
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

2.a
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Feb-02-2021
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00 
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e
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Data Entry:
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Back to Form

1. Date Time of Assessment:

Date Location User Value Reason

Feb-02-2021
14:33:00
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

2. Arterial Blood Gases PaO2 (mmHg):

Date Location User Value Reason

Feb-02-2021
14:33:00
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

3. FiO2 (Fraction of Inhaled Oxygen):

Date Location User Value Reason

Feb-02-2021
14:33:00
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
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00 
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Chao

Data Entry:
Not Done

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

FDA-CBER-2022-5812-0498917



Page 940 of 1152

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Jan/29/2021

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS - eCRF Audit Trail History
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Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Feb-02-2021
14:33:30
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

2. Category:

Date Location User Value Reason

Feb-02-2021
14:33:30
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Feb-02-2021
14:33:30
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

4. Medication:

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

Feb-02-2021
14:33:30
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

5. Start Date:

Date Location User Value Reason

Feb-02-2021
14:33:30
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Not Done

Initial Entry

6. Ongoing?

Date Location User Value Reason

Feb-02-2021
14:33:30
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Time (US & Canada)

ACV0PF
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00 
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Data Entry:
Not Done

Initial Entry
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Back to Form

1. Date of Assessment:

Date Location User Value Reason
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(UTC-08:00) Pacific
Time (US & Canada)
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00 
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2. Location of Assessment:

Date Location User Value Reason

Feb-02-2021
14:33:47
(UTC-08:00) Pacific
Time (US & Canada)
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00 
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Chao

Data Entry:
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3. Type of Imaging Exam:

Date Location User Value Reason
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14:33:47
(UTC-08:00) Pacific
Time (US & Canada)
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00 
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Data Entry:
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4. Assessment:

Date Location User Value Reason
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14:33:47
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Data Entry:
Not Done

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Jan/29/2021

Form: IMAGING - eCRF Audit Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

(UTC-08:00) Pacific
Time (US & Canada)

00 

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01
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1 
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T
)

(b) (4)

(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

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: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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-09-2021
01:44:02
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 3: Closed Response
satisfies query

Jul-08-2021
08:36:20
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 3: Answered DATA
PENDING

Jul-08-2021
04:32:08
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 3: Opened The SWAB PFE
form is a
required form
per CCGs.
Please complete
this form; if
sample was not
drawn indicate
'No' and specify
reason as the
self swab was
performed, else
provide data if
sample was
drawn.

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

(b) (4), 
(b) (6)
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Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

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: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Jul-06-2021
16:32:01
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 2: Deleted Close Auto
Query

Jul-06-2021
16:28:02
(UTC-08:00) Pacific
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.

Jul-06-2021
16:28:02
(UTC-08:00) Pacific
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. Please
review and
update as
appropriate.

09
01

77
e1

98
91

a0
41

\F
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al
\F
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al
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n:

 1
1-

N
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1 
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:2
1 
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)

(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

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: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Jul-06-2021
16:28:02
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Jul/1/2021

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Jul-06-2021 16:28:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
COVID_C

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

FDA-CBER-2022-5812-0498924
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Header Text: c4591001

Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Jul/1/2021

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Jun/24/2021

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Jul-14-2021
15:13:12
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Date of Last Symptom R
esolved:

Jul/6/2021

New
Information

Jul-06-2021
16:29:05

ACV0PF
EINFP60

Data Entry:
YES

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

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

(b) (4), 
(b) (6)
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Page 948 of 1152

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

(UTC-08:00) Pacific
Time (US &
Canada)

00 

4.a

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptoms: FEVE

R

Symptom Presen
t:

NO

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
FEVER

Initial Entry

4.a Was symptom present?

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

4.b09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

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

(b) (4), 
(b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sympto
ms:

NEW OR INCR
EASED COUG
H

Sympto
m Presen
t:

NO

Initial Entry

4.b Symptoms:

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NEW OR INCREASED C
OUGH

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

4.c

Date Location User Value Reason

Jul-06-2021 ACV0PF Data Entry: Initial Entry09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

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

(b) (4), (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

EINFP60
00 

Sympt
oms:

NEW OR INCRE
ASED SHORTNE
SS OF BREATH

Sympt
om Pre
sent:

NO

4.c Symptoms:

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NEW OR INCREASED S
HORTNESS OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

4.d

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &

ACV0PF
EINFP60
00 

Data Entry:
Symptoms: CHILL

S

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

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

(b) (4), 
(b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Canada) Symptom Presen
t:

NO

4.d Symptoms:

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

4.e

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sympto
ms:

NEW OR INCR
EASED MUSCL
E PAIN

Sympto
m Prese
nt:

NO

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

(b) (4), 
(b) (6)
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Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

4.e Symptoms:

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NEW OR INCREASED M
USCLE PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sympto
ms:

NEW LOSS OF
TASTE OR SM
ELL

Sympto
m Prese
nt:

YES

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

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

FDA-CBER-2022-5812-0498930



Page 953 of 1152

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

4.f Symptoms:

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NEW LOSS OF TASTE O
R SMELL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

4.g

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sympto
ms:

NEW OR INCR
EASED SORE T
HROAT

Sympto
m Prese
nt:

YES

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

(b) (4), 
(b) (6)
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Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

4.g Symptoms:

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NEW OR INCREASED S
ORE THROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

4.h

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptoms: DIARRH

EA

Symptom Pres
ent:

NO

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

(b) (4), 
(b) (6)
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Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

4.h Symptoms:

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

4.i

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptoms: VOMITI

NG

Symptom Pres
ent:

NO

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov
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02
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(G
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T
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(b) (4)

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

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

(b) (4), 
(b) (6)
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4.i Symptoms:

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Jul-06-2021
16:29:05
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

5.a

Date Location User Value Reason

Jul-07-2021
08:07:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptoms - O
ther:

Left ear p
ain

Transcription
Error

Jul-06-2021
16:29:27
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptom
s - Other:

Left ear pain,
nasal congesti
on

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

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

(b) (4), 
(b) (6)
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5.a Symptoms - Other Text:

Date Location User Value Reason

Jul-07-2021
10:51:28
(UTC-08:00)
Pacific Time (US &
Canada)

ACV0PF
EINFP60
00.InFor
mAdapte
r.Discrep
ancy 

PFETMS
Oracle

Query 1: Closed Discrepancy has
been closed.

Jul-07-2021
08:07:58
(UTC-08:00)
Pacific Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Answered Transcription
Error

Jul-07-2021
08:07:58
(UTC-08:00)
Pacific Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Left ear pain

Transcription
Error

Jul-07-2021
00:19:14
(UTC-08:00)
Pacific Time (US &
Canada)

ACV0PF
EINFP60
00.InFor
mAdapte
r.Discrep
ancy 

PFETMS
Oracle

Query 1: Opened Multiple
concepts in the
term LEFT EAR
PAIN, NASAL
CONGESTION.
Split the term
into LEFT EAR
PAIN and
NASAL
CONGESTION
and submit
separately. Thank
you.09

01
77

e1
98

91
a0

41
\F

in
al

\F
in

al
 O

n:
 1

1-
N

ov
-2

02
1 

01
:2

1 
(G

M
T

)

(b) (4)

(b) (4)

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

(b) (4)

FDA-CBER-2022-5812-0498935



Page 958 of 1152

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Jul-06-2021
16:29:27
(UTC-08:00)
Pacific Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Left ear pain, nasal conges
tion

Initial Entry

5.b

Date Location User Value Reason

Jul-07-2021 08:08:17
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Symptoms -
Other:

Nasal conge
stion

Initial Entry

5.b Symptoms - Other Text:

Date Location User Value Reason

Jul-07-2021 08:08:17
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Nasal congestion

Initial Entry

09
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41
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

Date Location User Value Reason

Jul-06-2021
16:30:19
(UTC-08:00)
Pacific Time (US
& Canada)

ACV0PFEINFP6000 Form Created
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Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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

Jul-06-2021
16:30:19
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Jun/30/2021

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Jul-06-2021
16:30:19
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
SWABBED MATERIAL

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Jul-06-2021
16:30:19
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NASOPHARYNX

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason
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Jul-06-2021 16:30:19
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SEVERE ACUTE RESP SYN
DROME CORONAVIRUS 2

Initial Entry

5. Device Type:

Date Location User Value Reason

Jul-06-2021 16:30:19
(UTC-08:00) Pacific
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

Jul-06-2021
16:30:56
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
OTHER

Initial Entry

7. Test Result:

Date Location User Value Reason

Jul-06-2021
16:30:19
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NEGATIVE

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason09
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Jul-06-2021
16:30:19
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
SARS-COV-2 TEST CLIA
CERIFIED LAB

Initial Entry

09
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Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Data Origin

Date Location User Value Reason

Jul-06-2021 16:32:01
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jul-06-2021 16:32:01
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jul-06-2021
16:32:01
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Date of Collection:

Jul/1/2021

Initial Entry

5.a

Date Location User Value Reason

Jul-06-2021
16:31:47
(UTC-08:00) Pacific

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: RR11552

Initial Entry
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Time (US &
Canada)

5.a Sample ID

Date Location User Value Reason

Jul-06-2021
16:31:47
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
RR11552

Initial Entry

09
01

77
e1
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91

a0
41
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Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

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: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Data Origin

Date Location User Value Reason

Jul-08-2021 08:37:23
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jul-08-2021 08:37:23
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jul-08-2021 08:37:23
(UTC-08:00) Pacific
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

Jul-08-2021 08:37:23
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
SEE SELF SWAB

Initial Entry

09
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91

a0
41
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Visit: POT_COVID_ILL 3 -
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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: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1.a

Date Location User Value Reason

Jul-06-2021
16:32:53
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Type of Practitio
ner:

SPECI
ALIST

Occurrence of Vi
sits or Contacts:

NO

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Jul-06-2021
16:32:53
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Jul-06-2021
16:32:53
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

1.b
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Subject No: 12701237 Subject Initials: ---

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

Date Location User Value Reason

Jul-06-2021
16:32:53
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Type of Practi
tioner:

EMERGE
NCY RO
OM

Occurrence of
Visits or Cont
acts:

NO

Initial Entry

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Jul-06-2021
16:32:53
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
EMERGENCY ROOM

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Jul-06-2021
16:32:53
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

1.c

Date Location User Value Reason

Jul-06-2021 ACV0PF Data Entry: Initial Entry09
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

16:32:53
(UTC-08:00) Pacific
Time (US &
Canada)

EINFP60
00 

Type of Pra
ctitioner:

PRIMARY C
ARE PHYSI
CIAN

Occurrence
of Visits or
Contacts:

YES
Number of
Visits or Co
ntacts:

1

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Jul-06-2021
16:32:53
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
PRIMARY CARE PHYSI
CIAN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Jul-06-2021
16:32:53
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Number of Visits or Conta
cts:

1

Initial Entry

1.d

Date Location User Value Reason
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Subject No: 12701237 Subject Initials: ---

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

Jul-06-2021
16:32:53
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Type of Practiti
oner:

URGEN
T CARE

Occurrence of
Visits or Contac
ts:

NO

Initial Entry

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Jul-06-2021
16:32:53
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Jul-06-2021
16:32:53
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

1.e

Date Location User Value Reason

Jul-06-2021
16:32:53
(UTC-08:00) Pacific
Time (US &

ACV0PF
EINFP60
00 

Data Entry:
Type of Pra
ctitioner:

TELEPHON
E CONSULT
ATION

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

Canada) Occurrence
of Visits or
Contacts:

YES
Number of
Visits or Co
ntacts:

1

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Jul-06-2021
16:32:53
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
TELEPHONE CONSULTA
TION

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Jul-06-2021
16:32:53
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Number of Visits or Conta
cts:

1

Initial Entry

1.f

Date Location User Value Reason

Jul-06-2021
16:32:53
(UTC-08:00) Pacific

ACV0PF
EINFP60
00 

Data Entry:
Type of Practitione
r:

OTH
ER

Initial Entry
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Time (US &
Canada)

Occurrence of Visit
s or Contacts:

NO

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Jul-06-2021
16:32:53
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Jul-06-2021
16:32:53
(UTC-08:00) Pacific
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

Jul-06-2021
16:32:53
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

09
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Unscheduled Visit on Jul/01/2021
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Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Back to Form

1. What is the treatment Identifier?

Date Location User Value Reason

Jul-06-2021
16:34:09
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

2. Concomitant Non-drug Treatment Pre-specified:

Date Location User Value Reason

Jul-06-2021
16:34:09
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

3. Treatment:

Date Location User Value Reason

Jul-06-2021
16:34:09
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

4. Treatment:

Date Location User Value Reason09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

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

FDA-CBER-2022-5812-0498950
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History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Jul-06-2021
16:34:09
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

5. Start Date:

Date Location User Value Reason

Jul-06-2021
16:34:09
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

6. Ongoing?

Date Location User Value Reason

Jul-06-2021
16:34:09
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

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

FDA-CBER-2022-5812-0498951
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Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: ILLNESS DETAILS - eCRF Audit Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Jul-06-2021 16:35:04
(UTC-08:00) Pacific
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

Jul-06-2021
16:35:04
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Respiratory Illness Diagn
osis:

Sinus Infection

Date of Diagnosis:

Jun/30/2021

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason

Jul-06-2021
16:35:04
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
1

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

FDA-CBER-2022-5812-0498952
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Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: ILLNESS DETAILS - SEVERE - eCRF Audit
Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Jul-06-2021
16:35:22
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

2. Subcategory of Clinical Event:

Date Location User Value Reason

Jul-06-2021
16:35:22
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

3. Was a diagnosis obtained?

Date Location User Value Reason

Jul-06-2021
16:35:22
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

4. Toxicity Grade:

Date Location User Value Reason09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

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

FDA-CBER-2022-5812-0498953
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Form: ILLNESS DETAILS - SEVERE - eCRF Audit
Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Jul-06-2021
16:35:22
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

FDA-CBER-2022-5812-0498954
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Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
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Form Version: 10-Dec-2020 02:24 Form Status: Data Complete, Frozen

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

4. Specimen Type:

Date Location User Value Reason09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

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

FDA-CBER-2022-5812-0498955
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Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:24 Form Status: Data Complete, Frozen

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

5.a

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sponsor-Defined I
dentifier:

Not D
one

Test:: Not D
one

Result:: Not D
one

Not Done:: Not D
one

Lab Normal Rang
e:

Not D
one

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

5.a Test:

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

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

FDA-CBER-2022-5812-0498956
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Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:24 Form Status: Data Complete, Frozen

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

5.a Result:

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

5.a Not Done:

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

5.a LNMT

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

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

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

FDA-CBER-2022-5812-0498957
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Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:24 Form Status: Data Complete, Frozen

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Canada)

5.b

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sponsor-Defined I
dentifier:

Not D
one

Test:: Not D
one

Result:: Not D
one

Not Done:: Not D
one

Lab Normal Rang
e:

Not D
one

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

FDA-CBER-2022-5812-0498958
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Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:24 Form Status: Data Complete, Frozen

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

5.b Sponsor ID:

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

5.b Test:

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

5.b Result:

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

5.b Not Done:

Date Location User Value Reason

Jul-06-2021
16:36:58

ACV0PF
EINFP60

Data Entry:
Not Done

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

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

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

FDA-CBER-2022-5812-0498959
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Unscheduled Visit on Jul/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:24 Form Status: Data Complete, Frozen

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

(UTC-08:00) Pacific
Time (US &
Canada)

00 

5.b LNMT

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

5.c

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sponsor-Defined I
dentifier:

Not D
one

Test:: Not D
one

Result:: Not D
one

Not Done:: Not D
one

Lab Normal Rang
e:

Not D
one

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

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

FDA-CBER-2022-5812-0498960
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Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:24 Form Status: Data Complete, Frozen

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

5.c Sponsor ID:

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

5.c Test:

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

5.c Result:

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

5.c Not Done:

Date Location User Value Reason

Jul-06-2021
16:36:58

ACV0PF
EINFP60

Data Entry:
Not Done

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

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

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

FDA-CBER-2022-5812-0498961
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Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:24 Form Status: Data Complete, Frozen

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

(UTC-08:00) Pacific
Time (US &
Canada)

00 

5.c LNMT

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

5.d

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sponsor-Defined I
dentifier:

Not D
one

Test:: Not D
one

Result:: Not D
one

Not Done:: Not D
one

Lab Normal Rang
e:

Not D
one

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

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

FDA-CBER-2022-5812-0498962
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

5.d Sponsor ID:

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

5.d Test:

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

5.d Result:

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

5.d Not Done:

Date Location User Value Reason

Jul-06-2021
16:36:58

ACV0PF
EINFP60

Data Entry:
Not Done

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
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1 
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T
)

(b) (4)

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

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

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

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

FDA-CBER-2022-5812-0498963
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

(UTC-08:00) Pacific
Time (US &
Canada)

00 

5.d LNMT

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

5.e

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sponsor-Defined I
dentifier:

Not D
one

Test:: Not D
one

Result:: Not D
one

Not Done:: Not D
one

Lab Normal Rang
e:

Not D
one

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

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

FDA-CBER-2022-5812-0498964
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5.e Sponsor ID:

Date Location User Value Reason

Jul-06-2021
16:36:58
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Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

5.f Test:

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

5.f Result:

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

5.f Not Done:

Date Location User Value Reason

Jul-06-2021
16:36:58

ACV0PF
EINFP60

Data Entry:
Not Done

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

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

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

FDA-CBER-2022-5812-0498967



Page 990 of 1152

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:24 Form Status: Data Complete, Frozen

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

(UTC-08:00) Pacific
Time (US &
Canada)

00 

5.f LNMT

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

5.g

Date Location User Value Reason

Jul-06-2021
16:36:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sponsor-Defined I
dentifier:

Not D
one

Test:: Not D
one

Result:: Not D
one

Not Done:: Not D
one

Lab Normal Rang
e:

Not D
one

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

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

FDA-CBER-2022-5812-0498968



Page 991 of 1152

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:24 Form Status: Data Complete, Frozen

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

Generated By: Generated Time (GMT): 10-Nov-2021 20:44
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Data Entry:
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Date Location User Value Reason

Jul-06-2021
16:37:42
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

5.a Result:

Date Location User Value Reason

Jul-06-2021
16:37:42
(UTC-08:00) Pacific
Time (US &
Canada)
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Data Entry:
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Data Entry:
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Jul-06-2021
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Data Entry:
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(b) (4), 
(b) (6)

FDA-CBER-2022-5812-0498994
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Header Text: c4591001

Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail
History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Jul-06-2021
16:39:30
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

09
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77
e1
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91

a0
41
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in

al
\F

in
al
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n:
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(b) (4)

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

FDA-CBER-2022-5812-0498995
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Header Text: c4591001

Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF
Audit Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Date:

Date Location User Value Reason

Jul-06-2021
16:44:01
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

2.a

Date Location User Value Reason

Jul-06-2021
16:44:01
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Record Identifie
r::

Not Do
ne

Oxygen Saturati
on:

Not Do
ne

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Jul-06-2021
16:44:01
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

2.a SPO2 Pulse Oximetry %
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(b) (6)

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

FDA-CBER-2022-5812-0498996
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Header Text: c4591001

Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF
Audit Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Date Location User Value Reason

Jul-06-2021
16:44:01
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

09
01

77
e1

98
91

a0
41

\F
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al
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al

 O
n:

 1
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(b) (4), 
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Header Text: c4591001

Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: OXYGENATION PARAMETERS - eCRF Audit
Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Date Time of Assessment:

Date Location User Value Reason

Jul-06-2021
16:44:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

2. Arterial Blood Gases PaO2 (mmHg):

Date Location User Value Reason

Jul-06-2021
16:44:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

3. FiO2 (Fraction of Inhaled Oxygen):

Date Location User Value Reason

Jul-06-2021
16:44:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

09
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a0
41

\F
in

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

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

FDA-CBER-2022-5812-0498998
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Header Text: c4591001

Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS - eCRF Audit Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Jul-06-2021
16:46:15
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

2. Category:

Date Location User Value Reason

Jul-06-2021
16:46:15
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Jul-06-2021
16:46:15
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic09
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91

a0
41

\F
in

al
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in
al
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(b) (4)

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

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

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

FDA-CBER-2022-5812-0498999
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Header Text: c4591001

Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS - eCRF Audit Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

name is unknown, enter the full trade or proprietary name. Include clarifying information in
the Medication text (e.g., Ingredient(s), route, use, formulation).

Date Location User Value Reason

Jul-06-2021
16:46:15
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

5. Start Date:

Date Location User Value Reason

Jul-06-2021
16:46:15
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

6. Ongoing?

Date Location User Value Reason

Jul-06-2021
16:46:15
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry
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(b) (4), 
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(b) (4), 
(b) (6)

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

FDA-CBER-2022-5812-0499000
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Header Text: c4591001

Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: IMAGING - eCRF Audit Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Jul-06-2021
16:46:37
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Jul-06-2021
16:46:37
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Jul-06-2021
16:46:37
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

4. Assessment:

Date Location User Value Reason09
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41
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(b) (4)

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

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

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

FDA-CBER-2022-5812-0499001
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Header Text: c4591001

Visit: POT_COVID_ILL 3 -
Unscheduled Visit on Jul/01/2021

Form: IMAGING - eCRF Audit Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Jul-06-2021
16:46:37
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

09
01
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91

a0
41
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\F

in
al
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(b) (4), 
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Header Text: c4591001

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

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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-23-2021
15:10:49
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Feb/17/2021

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Feb-23-2021
15:10:49
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
COVID_A1

Initial Entry

09
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41
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\F

in
al

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

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

FDA-CBER-2022-5812-0499003
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Header Text: c4591001

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

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-23-2021
15:11:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-23-2021
15:11:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-23-2021
15:11:16
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-23-2021
15:11:02
(UTC-08:00) Pacific
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

41
\F

in
al

\F
in

al
 O

n:
 1
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(b) (4)
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Header Text: c4591001

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

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

correct as
appropriate.

Feb-23-2021
15:11:02
(UTC-08:00) Pacific
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-23-2021
15:11:16
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BRFFL4

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-23-2021
15:11:16
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BRFFL4

Initial Entry

5.b

Date Location User Value Reason

Feb-23-2021
15:11:30
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BK5HS9

Initial Entry
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(b) (6)

(b) (4), 
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(b) (4), 
(b) (6)
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Header Text: c4591001

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

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

5.b Sample ID

Date Location User Value Reason

Feb-23-2021
15:11:30
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BK5HS9

Initial Entry

5.c

Date Location User Value Reason

Feb-23-2021
15:11:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BRFFL5

Initial Entry

5.c Sample ID

Date Location User Value Reason

Feb-23-2021
15:11:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BRFFL5

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 -
Unscheduled Visit on Mar/04/2021

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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-04-2021
17:20:41
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Mar/4/2021

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Mar-04-2021
17:20:41
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
COVID_B1

Initial Entry

09
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(b) (4), 
(b) (6)

(b) (4), 
(b) (6)
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 -
Unscheduled Visit on Mar/04/2021

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-04-2021
17:20:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-04-2021
17:20:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-04-2021
17:21:13
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Mar-04-2021
17:20:58
(UTC-08:00) Pacific
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

41
\F

in
al

\F
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 -
Unscheduled Visit on Mar/04/2021

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

correct as
appropriate.

Mar-04-2021
17:20:58
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Date of Collection:

Mar/4/2021

Initial Entry

5.a

Date Location User Value Reason

Mar-04-2021
17:21:13
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BRFFPT

Initial Entry

5.a Sample ID

Date Location User Value Reason

Mar-04-2021
17:21:13
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BRFFPT

Initial Entry

5.b

Date Location User Value Reason

Mar-04-2021
17:21:26
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BK5HT2

Initial Entry
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(b) (4), 
(b) (6)
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Visit: POT_COVID_CONVA 2 -
Unscheduled Visit on Mar/04/2021

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

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

5.b Sample ID

Date Location User Value Reason

Mar-04-2021
17:21:26
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BK5HT2

Initial Entry

5.c

Date Location User Value Reason

Mar-04-2021
17:21:37
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BRFFPV

Initial Entry

5.c Sample ID

Date Location User Value Reason

Mar-04-2021
17:21:37
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
BRFFPV

Initial Entry

09
01
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91

a0
41
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al
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(b) (4), 
(b) (6)
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Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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

Mar-05-2021
16:39:55
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Jan/26/2021

Initial Entry

Feb-01-2021
11:03:25
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 2: Closed Response
satisfies query

Feb-01-2021
10:59:30
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 2: Answered DATA
UPDATED

Jan-29-2021
10:30:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 2: Reissued:Opened CLIQUERY:
Please enter
positive Local
COVID test
information for
24Jan2021 on the
COVID test CRF
in COV ILL
visit. EOT can be
updated at V3.

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

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

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

Jan-29-2021
09:12:54
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 2: Answered Subject was
asymptomatic at
time of positive
central Covid
test. Subject
became
symptomatic on
19JAN2021,
positive for
Covid19
24JAN2021 by
local lab (Covid
Illness
A).Subject
ineligible for
dose2. Should
EOT be updated
at V3?

Jan-26-2021
07:48:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 2: Opened CLIQUERY:
Subject had a
positive central
test on
07Jan2021
before VAC2.
Please confirm if
subject was
symptomatic and
if so then please
complete EOT
CRF with Status
of "No longer
meets an
eligibility
criteria" and09

01
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91
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41
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FDA-CBER-2022-5812-0499012
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Specify Status of
"Exclusion
criterion 5.

Jan-25-2021
13:56:23
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Closed E mailed CRA.

Jan-25-2021
13:48:16
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Answered SUBJECT IS IN
THE PROCESS
OF OBTAINING
A COVID PCR
TEST
THROUGH A
CERTIFIED
DIAGNOSTIC
LABORATORY
TO CONFIRM
CENTRAL
TEST WAS
ACCURATE.

Jan-22-2021
05:15:38
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Reissued:Opened CLIQUERY:
Please confirm if
the subject was
symptomatic or
asymptomatic
after VAC1?

Jan-21-2021
13:59:22
(UTC-08:00) Pacific
Time (US &

ACV0PF
EINFP60
00 

Query 1: Answered SUBJECT IS IN
THE PROCESS
OF OBTAINING
A COVID PCR09
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(b) (4), 
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(b) (4), 
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(b) (4), 
(b) (6)
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

Canada) TEST
THROUGH A
CERTIFIED
DIAGNOSTIC
LABORATORY
TO CONFIRM
CENTRAL
TEST WAS
ACCURATE.

Jan-21-2021
05:33:36
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Reissued:Opened CLIQUERY: The
Vaccine Assay
result report in J
Review provided
the details of the
positive central
test. Please
consult with your
CRA and
confirm via
query if subject
symptomatic.

Jan-20-2021
13:42:57
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Answered Please clarify
query - site has
no data
confirming a
positive central
test. Where is
this data coming
from?

Jan-20-2021
05:12:08
(UTC-08:00) Pacific

ACV0PF
EINFP60
00 

Query 1: Opened CLIQUERY:
Subject had a
positive central09
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(b) (4), 
(b) (6)

FDA-CBER-2022-5812-0499014



Page 1037 of 1152

***Confidential***

Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Time (US &
Canada)

test on
07Jan2021
before VAC2.
Please confirm if
subject was
symptomatic and
if so then please
complete EOT
CRF with Status
of "No longer
meets an
eligibility
criteria" and
Specify Status of
"Exclusion
criterion 5.

2. Phase of Disposition:

Date Location User Value Reason

Mar-05-2021
16:39:55
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Mar-05-2021
16:39:55
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO LONGER MEETS ELI
GIBILITY CRITERIA

Initial Entry
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FDA-CBER-2022-5812-0499015
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Generated By: Generated Time (GMT): 10-Nov-2021 20:44

4. Specify Status:

Date Location User Value Reason

Mar-05-2021
16:39:55
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
EC#55: Participant had a pos
itive local COVID-19 test be
fore Vx2, symptomatic with
test

Initial Entry
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Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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-14-2021
13:19:10
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
May/14/2021

Initial Entry
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91

a0
41
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Unscheduled

Form: FURTHER VACCINATION CONFIRMATION -
eCRF Audit Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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-14-2021
13:19:21
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Participant is willing to return
for Vaccination 3

Participant is:

eligible per local/national r
ecommendations and confi
rmed to have received onl
y placebo at Vaccination 1
/2

Initial Entry

09
01
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41
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Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail
History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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

Jul-19-2021 15:05:37
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Jul/13/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Jul-19-2021 15:05:37
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

3. Status:

Date Location User Value Reason

Jul-19-2021 15:05:37
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
WITHDRAWAL BY SUBJE
CT

Initial Entry

4. Specify Status:

Date Location User Value Reason

Jul-19-2021 15:05:37
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Subject declines to participat
e in further study activities.

Initial Entry

09
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41
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(b) (4), 
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(b) (4), 
(b) (6)

FDA-CBER-2022-5812-0499019
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

Date Location User Value Reason

Feb-19-2021
13:41:18
(UTC-08:00)
Pacific Time (US &
Canada)

ACV0PFEINFP6000 Charlie
Chao

Form Created
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Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

Date Location User Value Reason

May-19-2021
12:47:09
(UTC-08:00)
Pacific 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: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

Date Location User Value Reason

Jun-21-2021
09:44:14
(UTC-08:00)
Pacific Time (US &
Canada)

ACV0PFEINFP6000 Charlie
Chao

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: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

Date Location User Value Reason

Jul-14-2021
15:22:27
(UTC-08:00)
Pacific 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: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

Date Location User Value Reason

Jul-14-2021
15:23:47
(UTC-08:00)
Pacific 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: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

Date Location User Value Reason

Jul-14-2021
15:24:48
(UTC-08:00)
Pacific Time (US
& Canada)

ACV0PFEINFP6000 Form Created
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Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

Date Location User Value Reason

Jul-14-2021
15:25:54
(UTC-08:00)
Pacific Time (US
& Canada)

ACV0PFEINFP6000 Form Created
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Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

Date Location User Value Reason

Jul-14-2021
15:27:43
(UTC-08:00)
Pacific Time (US
& Canada)

ACV0PFEINFP6000 Form Created
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Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

Date Location User Value Reason

Jul-14-2021
15:29:48
(UTC-08:00)
Pacific Time (US
& Canada)

ACV0PFEINFP6000 Form Created
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Back to Form

Date Location User Value Reason

Jul-14-2021
15:30:45
(UTC-08:00)
Pacific Time (US
& Canada)
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Subject No: 12701237 Subject Initials: ---

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

Back to Form

Date Location User Value Reason

Jul-14-2021
15:31:32
(UTC-08:00)
Pacific Time (US
& Canada)
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Date Location User Value Reason

Jul-14-2021
15:32:48
(UTC-08:00)
Pacific Time (US
& Canada)
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Back to Form

1. Category:

Date Location User Value Reason

Feb-19-2021
13:41:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-19-2021
13:41:18
(UTC-08:00) Pacific
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

Feb-23-2021
16:30:21
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Closed Response
satisfies query

Feb-23-2021
11:19:56
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Answered New
Information
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Feb-23-2021
11:19:56
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Rib pain on right side

New
Information

Feb-22-2021
09:52:39
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Opened GPD Clin:
Please clarify
exact location of
rib pain. For
example is it
right, left,
bilateral; does it
affect specific
ribs; is it
costochondral in
nature? Thank
you

Feb-19-2021
13:41:18
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Charlie Chao Data Entry:
Rib pain

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Feb-19-2021
13:41:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Feb/10/2021 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?09
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Date Location User Value Reason

Mar-23-2021
10:26:07
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

End Date Time:

Mar/10/2021 UNK:UNK

New
Information

Feb-19-2021
13:41:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Feb-19-2021
13:41:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date Location User Value Reason

Feb-19-2021
13:41:18
(UTC-08:00) Pacific

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry
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Time (US & Canada)

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

Date Location User Value Reason

Feb-19-2021
13:41:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-22-2021
16:26:46
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Closed Response
satisfies query

Feb-22-2021
16:18:11
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Answered Please clarify
query data
already marked
UNKNOWN

Feb-22-2021
09:53:43
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Opened GPD Clin:
please confirm if
there were/were
not any
precipitating
events to rib
pain. For
example, sports
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or other
activities, fall,
etc.

Feb-19-2021
13:41:18
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Charlie Chao Data Entry:
NOT RELATED

If Not Related to study tre
atment(s), this event is du
e to:

OTHER

If Other, specify:

Unknown

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Feb-19-2021
13:41:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Feb-19-2021
13:41:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?09
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Date Location User Value Reason

Feb-19-2021
13:41:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

Mar-23-2021
10:26:27
(UTC-08:00)
Pacific Time (US
& Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Closed Close Auto Query

Mar-23-2021
10:26:27
(UTC-08:00)
Pacific Time (US
& Canada)

ACV0PF
EINFP60
00 

Data Entry:
RECOVERED/RESOL
VED

New Information

Mar-23-2021
10:26:07
(UTC-08:00)
Pacific Time (US
& Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Opened For AE Rib pain on
right side: Response to
"What was the
outcome of this
adverse event?" is
'Recovering/Resolving'
but AE End Date/Time
is present.

Feb-19-2021
13:41:18
(UTC-08:00)
Pacific Time (US

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
RECOVERING/RESO
LVING

Initial Entry
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& Canada)

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

Date Location User Value Reason

Feb-19-2021
13:41:18
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

May-19-2021
12:47:09
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

May-19-2021
12:47:09
(UTC-08:00) Pacific
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

May-19-2021
12:47:09
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Rash on Right Foot

Initial Entry

4. Start Date Time:

Date Location User Value Reason

May-19-2021 ACV0PF Data Entry: Initial Entry09
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12:47:09
(UTC-08:00) Pacific
Time (US & Canada)

EINFP60
00 

Apr/5/2021 UNK:UNK

5. Is the adverse event still ongoing?

Date Location User Value Reason

May-19-2021
12:47:09
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

End Date Time:

Apr/8/2021 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

May-19-2021
12:47:09
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date Location User Value Reason

May-19-2021 ACV0PF Data Entry: Initial Entry09
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12:47:09
(UTC-08:00) Pacific
Time (US & Canada)

EINFP60
00 

NO

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

Date Location User Value Reason

May-19-2021
12:47:09
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

May-19-2021
12:47:09
(UTC-08:00) Pacific
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

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

May-19-2021 ACV0PF Data Entry: Initial Entry09
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41
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12:47:09
(UTC-08:00) Pacific
Time (US & Canada)

EINFP60
00 

NOT APPLICABLE

11. Was a Concomitant Medication given?

Date Location User Value Reason

May-19-2021
12:47:09
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

May-19-2021
12:47:09
(UTC-08:00) Pacific
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

May-19-2021
12:47:09
(UTC-08:00) Pacific
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
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May-19-2021
12:47:09
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Jun-21-2021 09:44:14
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jun-21-2021 09:44:14
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
3

Initial Entry

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

Date Location User Value Reason

Jun-21-2021
09:44:14
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
Fever

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Jun-24-2021
07:40:30
(UTC-08:00) Pacific

ACV0PF
EINFP60
00 

Data Entry:
May/20/2021 UNK:UNK

Changed
Information
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Time (US & Canada)

Jun-21-2021
09:44:14
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
May/22/2021 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Jun-24-2021
07:40:30
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Closed Close Auto
Query

Jun-21-2021
09:44:14
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Opened For Fever End
Date & Time
21/May/2021
UNK:UNK is
before the Start
Date & Time
22/May/2021
UNK:UNK.

Jun-21-2021
09:44:14
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

End Date Time:

May/21/2021 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason
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Jun-21-2021
09:44:14
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date Location User Value Reason

Jun-21-2021
09:44:14
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

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

Jun-21-2021
09:44:14
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason
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Jun-21-2021
09:44:14
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jun-21-2021
09:44:14
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Jun-21-2021
09:44:14
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jun-21-2021
09:44:14
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry

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

Date Location User Value Reason09
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Jun-21-2021
09:44:14
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

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

Jun-21-2021
09:44:14
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
NO

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

(b) (4)

(b) (4)

FDA-CBER-2022-5812-0499048



Page 1071 of 1152

***Confidential***

 

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Category:

Date Location User Value Reason

Jul-14-2021 15:22:27
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jul-14-2021 15:22:27
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
4

Initial Entry

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

Date Location User Value Reason

Jul-14-2021 15:22:27
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
CHILLS

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Aug-03-2021
04:25:44
(UTC-08:00) Pacific
Time (US &

ACV0PF
EINFP60
00 

Query 2: Closed Response
satisfies query
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Canada)

Aug-02-2021
16:48:29
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 2: Answered Exact time
unknow, AEs
started AFTER
vaccination 3

Aug-02-2021
04:02:08
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 2: Reissued:Opened DM Requery:
AE Log Lines #
4, 5, 6 ,7 are
unfrozen now.
Please update
AE start time as
per initial query.

Jul-27-2021
20:39:14
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 2: Answered DATA FROZEN
RE-ISSUE
QUERY WITH
DATA
UNFROZEN

Jul-26-2021
13:40:48
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 2: Opened DM: AE (# 4, 5,
7) start date is
equal to
vaccination 3
date, but AE
start time is
reported as
UNK:UNK.
Please report
exact time if
known. If exact
time is
unknown, please09
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confirm whether
AE started
before or after
the vaccination 3
in query
response

Jul-19-2021
07:13:17
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Closed Response
satisfies query

Jul-16-2021
13:36:56
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Answered Transcription
Error

Jul-16-2021
13:36:56
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
May/19/2021 UNK:UNK

Transcription
Error

Jul-16-2021
08:41:29
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Opened CLINQUERY:
Please determine
if this START
Date should be
19-MAY-21 and
update.
Otherwise,
please clarify.

Jul-14-2021
15:22:27

ACV0PF
EINFP60

Data Entry:
Mar/19/2021 UNK:UNK

Initial Entry
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(UTC-08:00) Pacific
Time (US &
Canada)

00 

5. Is the adverse event still ongoing?

Date Location User Value Reason

Jul-16-2021
13:37:36
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

End Date Time:

May/21/2021 UNK:UNK

New
Information

Jul-14-2021
15:22:27
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Jul-14-2021 15:22:27
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).09
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Date Location User Value Reason

Jul-14-2021 15:22:27
(UTC-08:00) Pacific
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-14-2021 15:22:27
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Jul-14-2021 15:22:27
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jul-14-2021 15:22:27
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason
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Jul-14-2021 15:22:27
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jul-14-2021 15:22:27
(UTC-08:00) Pacific
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-19-2021
08:06:52
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Query 1: Close
d

Response satisfies query.

Jul-16-2021
13:38:17
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Query 1: Answ
ered

DATA UPDATED

Jul-15-2021
09:20:08
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00.InFor
mAdapte
r.Discrep
ancy 

DMW QUERY Query 1: Open
ed

DMW10250025;Response
to "What was the outcome
of this adverse event?" is
'Recovered/Resolved' or
'Recovered/Resolved with
Sequelae' but End
Date/Time is missing.
Please review and update
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as appropriate.

Jul-14-2021
15:22:27
(UTC-08:00)
Pacific 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

Jul-14-2021 15:22:27
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Jul-14-2021 15:23:47
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jul-14-2021 15:23:47
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
5

Initial Entry

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

Date Location User Value Reason

Jul-14-2021 15:23:47
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
INTERMITTENT HEADA
CHES

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Jul-14-2021 15:23:47
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
May/19/2021 UNK:UNK

Initial Entry
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5. Is the adverse event still ongoing?

Date Location User Value Reason

Jul-16-2021
16:16:11
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

End Date Time:

Jul/13/2021 UNK:UNK

New
Information

Jul-14-2021
15:23:47
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Jul-14-2021 15:23:47
(UTC-08:00) Pacific
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

Jul-14-2021 15:23:47
(UTC-08:00) Pacific

ACV0PF
EINFP60

Data Entry:
NO

Initial Entry
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Time (US & Canada) 00 

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-14-2021 15:23:47
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Jul-14-2021 15:23:47
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jul-14-2021 15:23:47
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Jul-14-2021 15:23:47
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry
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12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jul-14-2021 15:23:47
(UTC-08:00) Pacific
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-16-2021
16:16:30
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Closed Close Auto Query

Jul-16-2021
16:16:30
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
RECOVERED/RESOLVE
D

New Information

Jul-16-2021
16:16:11
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Opened For AE
INTERMITTENT
HEADACHES:
Response to
"What was the
outcome of this
adverse event?" is
'Not
Recovered/Not
Resolved' but AE
End Date/Time is
present.09
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Jul-14-2021
15:23:47
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NOT RECOVERED/NOT
RESOLVED

Initial Entry

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

Date Location User Value Reason

Jul-14-2021 15:23:47
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Jul-14-2021 15:24:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jul-14-2021 15:24:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
6

Initial Entry

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

Date Location User Value Reason

Jul-30-2021
10:40:31
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 2: Closed Response
satisfies query

Jul-30-2021
08:53:56
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 2: Answered Data will be
assessed on
04AUG2021 -
Query cannot be
left open
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Jul-30-2021
05:29:13
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 2: Reissued:Opened clin: please
update if
appropriate after
PI assessment.

Jul-29-2021
17:04:55
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 2: Answered AE needs to be
assessed by the
PI on
04AUG2021

Jul-23-2021
05:29:42
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 2: Reissued:Opened clin: Thank you.
Since subject has
had similar
symptoms
related to history
of asthma, please
advise why
assessed as
'related' to
vaccine.

Jul-22-2021
16:30:58
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 2: Answered Subject did NOT
have an
evaluation done.
Seen on
30JUN2021 by
PMP for
unrelated issue;
of note cardiac
and respiratory
findings were
normal. YES,
has had similar09
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symptoms in the
past associated
to HX of asthma.
NO there was
NO association
with activity

Jul-20-2021
08:37:20
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 2: Opened clin: pls advise if
subject had any
evaluation done
for AE given
prolonged
duration
symptoms eg
EKG, chest xray,
blood work etc.
Has subject ever
had similar
symptoms in the
past? was there
any association
of symptoms
with activity?
Thanks

Jul-20-2021
08:19:56
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Closed Response
satisfies query

Jul-19-2021
15:36:14
(UTC-08:00) Pacific
Time (US &

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Answered New Information
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Canada)

Jul-19-2021
15:36:14
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
INTERMITTENT NON-C
ARDIAC CHEST DISCO
MFORT

New Information

Jul-16-2021
08:42:31
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Opened CLINQUERY:
Please specify
Cardiac or
Non-Cardiac
Chest
Discomfort and
update the AE
Term
accordingly.

Jul-14-2021
15:24:48
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
INTERMITTENT CHEST
DISCOMFORT

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Jul-20-2021
06:15:46
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Closed Response
satisfies query

Jul-19-2021
17:01:41

ACV0PF
EINFP60

Query 1: Answered Exact time is
Unknown (as09
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(UTC-08:00) Pacific
Time (US &
Canada)

00  marked) but
occurred greater
than 30 minutes
post
vaccination.

Jul-19-2021
11:14:57
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Opened clinical: AE
listed as related-
please confirm
start time is after
vaccine dose
and if possible
provide more
information
regarding exact
start. Thanks

Jul-14-2021
15:24:48
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
May/19/2021 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Jul-16-2021
16:16:53
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

End Date Time:

Jul/13/2021 UNK:UNK

New
Information

Jul-14-2021
15:24:48
(UTC-08:00) Pacific

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry
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Time (US & Canada)

6. Toxicity Grade:

Date Location User Value Reason

Jul-14-2021 15:24:48
(UTC-08:00) Pacific
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

Jul-14-2021 15:24:48
(UTC-08:00) Pacific
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-14-2021 15:24:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:09
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Date Location User Value Reason

Aug-11-2021
05:13:52
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Closed Response
satisfies query

Aug-10-2021
14:47:25
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Answered PI assessed
related to
vaccination as
cannot be ruled
out due to event
starting AFTER
injection on the
same days a
vaccination.

Aug-09-2021
14:18:22
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Opened clin:Since
subject has had
similar
symptoms
related to
history of
asthma, please
advise if PI has
reassessed if AE
'related' to
vaccine yet.
Thanks

Jul-14-2021
15:24:48
(UTC-08:00) Pacific
Time (US &

ACV0PF
EINFP60
00 

Data Entry:
RELATED

Initial Entry
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Canada)

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jul-14-2021 15:24:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Jul-20-2021
06:23:51
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Closed Response
satisfies query

Jul-19-2021
17:02:14
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Answered Albuterol
90mcg/Actuation
inhaler

Jul-19-2021
11:16:14
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Query 1: Opened clinical: pls
advise what
medication the
subject received,
thanks

Jul-14-2021
15:24:48
(UTC-08:00) Pacific
Time (US &

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry
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Canada)

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jul-14-2021 15:24:48
(UTC-08:00) Pacific
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-16-2021
16:17:09
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Closed Close Auto Query

Jul-16-2021
16:17:09
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
RECOVERED/RESOLVE
D

New Information

Jul-16-2021
16:16:53
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Opened For AE
INTERMITTENT
CHEST
DISCOMFORT:
Response to
"What was the
outcome of this
adverse event?" is
'Not
Recovered/Not
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Resolved' but AE
End Date/Time is
present.

Jul-14-2021
15:24:48
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NOT RECOVERED/NOT
RESOLVED

Initial Entry

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

Date Location User Value Reason

Jul-14-2021 15:24:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Jul-14-2021 15:25:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jul-14-2021 15:25:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
7

Initial Entry

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

Date Location User Value Reason

Jul-14-2021 15:25:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
INTERMITTENT NAUSEA

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Jul-14-2021 15:25:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
May/19/2021 UNK:UNK

Initial Entry
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5. Is the adverse event still ongoing?

Date Location User Value Reason

Jul-16-2021
16:17:34
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

End Date Time:

Jul/13/2021 UNK:UNK

New
Information

Jul-14-2021
15:25:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Jul-14-2021 15:25:54
(UTC-08:00) Pacific
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

Jul-14-2021 15:25:54
(UTC-08:00) Pacific

ACV0PF
EINFP60

Data Entry:
NO

Initial Entry
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Time (US & Canada) 00 

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-14-2021 15:25:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Jul-14-2021 15:25:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jul-14-2021 15:25:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Jul-14-2021 15:25:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

09
01

77
e1

98
91

a0
41
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(b) (4), 
(b) (6)
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12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jul-14-2021 15:25:54
(UTC-08:00) Pacific
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-16-2021
16:17:55
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Closed Close Auto Query

Jul-16-2021
16:17:55
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
RECOVERED/RESOLVE
D

New Information

Jul-16-2021
16:17:34
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Opened For AE
INTERMITTENT
NAUSEA:
Response to
"What was the
outcome of this
adverse event?" is
'Not
Recovered/Not
Resolved' but AE
End Date/Time is
present.09
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Jul-14-2021
15:25:54
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NOT RECOVERED/NOT
RESOLVED

Initial Entry

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

Date Location User Value Reason

Jul-14-2021 15:25:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Jul-14-2021 15:27:43
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jul-14-2021 15:27:43
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
8

Initial Entry

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

Date Location User Value Reason

Jul-14-2021 15:27:43
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
LOSS OF APPETITE

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Jul-14-2021 15:27:43
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
May/25/2021 UNK:UNK

Initial Entry
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5. Is the adverse event still ongoing?

Date Location User Value Reason

Jul-16-2021
16:14:49
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

End Date Time:

Jul/13/2021 UNK:UNK

New
Information

Jul-14-2021
15:27:43
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Jul-14-2021 15:27:43
(UTC-08:00) Pacific
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

Jul-14-2021 15:27:43
(UTC-08:00) Pacific

ACV0PF
EINFP60

Data Entry:
NO

Initial Entry
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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-14-2021 15:27:43
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Jul-14-2021 15:27:43
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jul-14-2021 15:27:43
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Jul-14-2021 15:27:43
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

09
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(b) (6)
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12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jul-14-2021 15:27:43
(UTC-08:00) Pacific
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-19-2021
04:23:14
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Query 1: Close
d

data updated.

Jul-16-2021
16:15:04
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00 

Query 1: Answ
ered

DATA UPDATED

Jul-15-2021
09:20:08
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PF
EINFP60
00.InFor
mAdapte
r.Discrep
ancy 

DMW QUERY Query 1: Open
ed

DMW10250024;Response
to "What was the outcome
of this adverse event?" is
'Recovered/Resolved' or
'Recovered/Resolved with
Sequelae' but End
Date/Time is missing.
Please review and update
as appropriate.

Jul-14-2021
15:27:43

ACV0PF
EINFP60

Data Entry:
RECOVERED

Initial Entry
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(UTC-08:00)
Pacific Time
(US & Canada)

00  /RESOLVED

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

Date Location User Value Reason

Jul-14-2021 15:27:43
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Jul-14-2021 15:29:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jul-14-2021 15:29:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
9

Initial Entry

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

Date Location User Value Reason

Jul-15-2021
13:05:39
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00.InFor
mAdapte
r.Discrep
ancy 

PFETMS
Oracle

Query 1: Closed Discrepancy has
been closed.

Jul-15-2021
10:48:51
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Answered Transcription
Error
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Jul-15-2021
10:48:51
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
INCREASED THIRST

Transcription
Error

Jul-14-2021
19:31:00
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00.InFor
mAdapte
r.Discrep
ancy 

PFETMS
Oracle

Query 1: Opened Clarify
INCREASED
THRIST as
follows...term
appears to be
misspelled. Are
you reporting
INCREASED
THIRST? If so,
edit to such.
Otherwise,
please further
clarify. Thank
you.

Jul-14-2021
15:29:48
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
INCREASED THRIST

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Jul-14-2021 15:29:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
May/25/2021 UNK:UNK

Initial Entry
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5. Is the adverse event still ongoing?

Date Location User Value Reason

Jul-14-2021 15:29:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

End Date Time:

Jun/12/2021 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Jul-14-2021 15:29:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date Location User Value Reason

Jul-14-2021 15:29:48
(UTC-08:00) Pacific
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.09
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Date Location User Value Reason

Jul-14-2021 15:29:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Jul-14-2021 15:29:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jul-14-2021 15:29:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Jul-14-2021 15:29:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jul-14-2021 15:29:48
(UTC-08:00) Pacific

ACV0PF
EINFP60

Data Entry:
NO

Initial Entry
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Time (US & Canada) 00 

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

Date Location User Value Reason

Jul-14-2021 15:29:48
(UTC-08:00) Pacific
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

Jul-14-2021 15:29:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Jul-14-2021 15:30:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jul-14-2021 15:30:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
10

Initial Entry

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

Date Location User Value Reason

Jul-14-2021 15:30:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
INTERMITTENT STOMA
CH PAIN

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Jul-14-2021 15:30:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
May/25/2021 UNK:UNK

Initial Entry
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5. Is the adverse event still ongoing?

Date Location User Value Reason

Jul-16-2021
16:15:31
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

End Date Time:

Jul/13/2021 UNK:UNK

New
Information

Jul-14-2021
15:30:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Jul-14-2021 15:30:45
(UTC-08:00) Pacific
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

Jul-14-2021 15:30:45
(UTC-08:00) Pacific

ACV0PF
EINFP60

Data Entry:
NO

Initial Entry
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Time (US & Canada) 00 

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-14-2021 15:30:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Jul-14-2021 15:30:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jul-14-2021 15:30:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Jul-14-2021 15:30:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

09
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(b) (4), 
(b) (6)
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12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jul-14-2021 15:30:45
(UTC-08:00) Pacific
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-16-2021
16:15:47
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Closed Close Auto Query

Jul-16-2021
16:15:47
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
RECOVERED/RESOLVE
D

New Information

Jul-16-2021
16:15:31
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Opened For AE
INTERMITTENT
STOMACH
PAIN: Response
to "What was the
outcome of this
adverse event?" is
'Not
Recovered/Not
Resolved' but AE
End Date/Time is
present.09
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Jul-14-2021
15:30:45
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NOT RECOVERED/NOT
RESOLVED

Initial Entry

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

Date Location User Value Reason

Jul-14-2021 15:30:45
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Jul-14-2021 15:31:32
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jul-14-2021 15:31:32
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
11

Initial Entry

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

Date Location User Value Reason

Jul-14-2021 15:31:32
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
FATIGUE

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Jul-14-2021 15:31:32
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
May/25/2021 UNK:UNK

Initial Entry

09
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5. Is the adverse event still ongoing?

Date Location User Value Reason

Jul-16-2021
16:13:52
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

End Date Time:

Jul/13/2021 UNK:UNK

New
Information

Jul-14-2021
15:31:32
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Jul-14-2021 15:31:32
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date Location User Value Reason

Jul-14-2021 15:31:32
(UTC-08:00) Pacific

ACV0PF
EINFP60

Data Entry:
NO

Initial Entry
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Time (US & Canada) 00 

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-14-2021 15:31:32
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Jul-14-2021 15:31:32
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jul-14-2021 15:31:32
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Jul-14-2021 15:31:32
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

09
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12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jul-14-2021 15:31:32
(UTC-08:00) Pacific
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-16-2021
16:14:09
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Closed Close Auto
Query

Jul-16-2021
16:14:09
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
RECOVERED/RESOLVE
D

New Information

Jul-16-2021
16:13:52
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Opened For AE
FATIGUE:
Response to
"What was the
outcome of this
adverse event?"
is 'Not
Recovered/Not
Resolved' but
AE End
Date/Time is
present.09
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Jul-14-2021
15:31:32
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NOT RECOVERED/NOT
RESOLVED

Initial Entry

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

Date Location User Value Reason

Jul-14-2021 15:31:32
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Jul-14-2021 15:32:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jul-14-2021 15:32:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
12

Initial Entry

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

Date Location User Value Reason

Jul-14-2021 15:32:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
LEFT OTITIS MEDIA

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Jul-14-2021 15:32:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Jun/29/2021 UNK:UNK

Initial Entry
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5. Is the adverse event still ongoing?

Date Location User Value Reason

Jul-14-2021 15:32:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

End Date Time:

Jul/6/2021 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Jul-14-2021 15:32:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date Location User Value Reason

Jul-14-2021 15:32:48
(UTC-08:00) Pacific
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.09
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Date Location User Value Reason

Jul-14-2021 15:32:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Jul-14-2021
15:32:48
(UTC-08:00) Pacific
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

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jul-14-2021 15:32:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Jul-14-2021 15:32:48
(UTC-08:00) Pacific

ACV0PF
EINFP60

Data Entry:
YES

Initial Entry
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Time (US & Canada) 00 

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jul-14-2021 15:32:48
(UTC-08:00) Pacific
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-14-2021 15:32:48
(UTC-08:00) Pacific
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

Jul-14-2021 15:32:48
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry
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Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Jan-12-2021 12:24:35
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
1

Initial Entry

2. Category:

Date Location User Value Reason

Jan-12-2021 12:24:35
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
VACCINATIONS

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Jan-12-2021 12:24:35
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
NO

Initial Entry

4. Medication:

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

Date Location User Value Reason

Jan-12-2021
12:24:35

ACV0PF
EINFP60

Data Entry:
Fluarix Quadrivalent (Influe

Initial Entry
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Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

(UTC-08:00) Pacific
Time (US & Canada)

00  nza Vaccine)

5. Date:

Date Location User Value Reason

Jan-12-2021
12:24:35
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Dec/21/2020

Initial Entry
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History

Form Version: 10-Dec-2020 02:27 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

May-14-2021
13:18:56
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
May/14/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

May-14-2021
13:18:56
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Charlie
Chao

Data Entry:
ASSESS ELIGIBILITY FOR
ADDITIONAL VACCINATI
ON

Initial Entry

09
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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-20-2021
14:48:29
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
May/19/2021

Initial Entry

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

FDA-CBER-2022-5812-0499104



Page 1127 of 1152

***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER
VACCINATION - eCRF Audit Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Consent Was:

Date Location User Value Reason

May-20-2021
14:48:53
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
OBTAINED

Date Written Consent Obt
ained

May/19/2021

Initial Entry
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VACCINATION - eCRF Audit Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 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

May-20-2021
15:14:06
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
May/19/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

May-20-2021
15:14:06
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
REPEAT SCREENING 1

Initial Entry

3. Status:

Date Location User Value Reason

May-20-2021
15:14:06
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
COMPLETED

Initial Entry
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Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Lab Panel:

Date Location User Value Reason

May-20-2021
15:14:53
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

May-20-2021
15:14:53
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

May-20-2021
15:14:53
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
May/19/2021

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

May-20-2021 ACV0PF auto calc Data Entry: Initial Entry09
01

77
e1

98
91

a0
41
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al
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in
al
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Form Version: 30-Apr-2021 01:41 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

15:14:53
(UTC-08:00) Pacific
Time (US & Canada)

EINFP60
00 

(autocalc) STUDY SITE

5. Specimen Type:

Date Location User Value Reason

May-20-2021
15:14:53
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

May-20-2021
15:14:53
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
Sponsor-Def
ined Identifi
er:

113

Test:: Choriogonadot
ropin Beta_PX
113

Result:: NEGATIVE

Not Done::

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

May-20-2021
15:14:53
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
113

Initial Entry

09
01
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91
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41
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eCRF Audit Trail History

Form Version: 30-Apr-2021 01:41 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

6.a Test:

Date Location User Value Reason

May-20-2021
15:14:53
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Choriogonadotropin Beta_
PX113

Initial Entry

6.a Result:

Date Location User Value Reason

May-20-2021
15:14:53
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NEGATIVE

Initial Entry

09
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IMMUNOGENICITY - eCRF Audit Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Data Origin

Date Location User Value Reason

May-20-2021
15:15:38
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

May-20-2021
15:15:38
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

May-20-2021
15:15:38
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Date of Collection:

May/19/2021

Initial Entry

5.a

Date Location User Value Reason

May-20-2021 ACV0PF Data Entry: Initial Entry09
01

77
e1

98
91

a0
41
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al
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Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

15:15:09
(UTC-08:00) Pacific
Time (US &
Canada)

EINFP60
00 

Sample ID: BJRMV6

5.a Sample ID

Date Location User Value Reason

May-20-2021
15:15:09
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
BJRMV6

Initial Entry

5.b

Date Location User Value Reason

May-20-2021
15:15:18
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BK5J12

Initial Entry

5.b Sample ID

Date Location User Value Reason

May-20-2021
15:15:18
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
BK5J12

Initial Entry
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Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

5.c

Date Location User Value Reason

May-20-2021
15:15:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BK5J0L

Initial Entry

5.c Sample ID

Date Location User Value Reason

May-20-2021
15:15:26
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
BK5J0L

Initial Entry

09
01

77
e1

98
91

a0
41
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al
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al
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Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Data Origin

Date Location User Value Reason

May-20-2021
15:16:03
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

May-20-2021
15:16:03
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

May-20-2021
15:16:21
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Closed Close Auto
Query

May-20-2021
15:16:21
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Date of Collection:

May/19/2021

Transcription
Error

09
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Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

May-20-2021
15:16:03
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

auto query
(autoquery)

Query 1: Opened Date of
Collection
20/May/2021 is
greater than
Date of Visit
19/May/2021.
Please review
and update as
appropriate, else
clarify.

May-20-2021
15:16:03
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Date of Collection:

May/20/2021

Initial Entry

5.a

Date Location User Value Reason

May-20-2021
15:15:53
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sample ID: BJRMVX

Initial Entry

5.a Sample ID

Date Location User Value Reason

May-20-2021
15:15:53
(UTC-08:00) Pacific
Time (US &

ACV0PF
EINFP60
00 

Data Entry:
BJRMVX

Initial Entry

09
01
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e1

98
91

a0
41
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al
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Canada)
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

May-20-2021
15:16:49
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

May-20-2021
15:16:49
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

May-20-2021
15:16:49
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

May-20-2021
15:16:49

ACV0PF
EINFP60

Data Entry:
May/19/2021 09:55

Initial Entry

09
01

77
e1

98
91

a0
41
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in

al
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in
al
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(UTC-08:00) Pacific
Time (US &
Canada)

00 

5. Anatomical Location:

Date Location User Value Reason

May-20-2021
15:16:49
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

May-20-2021
15:16:49
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

May-20-2021
15:16:49
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

09
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May-20-2021
15:16:49
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

May-20-2021
15:16:49
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

May-20-2021
15:16:49
(UTC-08:00) Pacific
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

May-20-2021
15:16:49
(UTC-08:00) Pacific
Time (US &
Canada)

ACV0PF
EINFP60
00 

Data Entry:
YES

Initial Entry
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\F

in
al

 O
n:
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(b) (4)

(b) (4), 
(b) (6)
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Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-17-2021
15:48:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

2. Erroneous Visit

Date Location User Value Reason

Aug-17-2021
15:48:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

09
01
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41
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Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-17-2021
15:48:20
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-17-2021
15:48:20
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-17-2021
15:48:20
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Aug-17-2021
15:48:20

ACV0PF
EINFP60

Data Entry:
Not Done

Initial Entry

09
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77
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a0
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(b) (4), 
(b) (6)
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(b) (6)

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

(b) (4), 
(b) (6)
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(UTC-08:00) Pacific
Time (US & Canada)

00 

5. Specimen Type:

Date Location User Value Reason

Aug-17-2021
15:48:20
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

6.a

Date Location User Value Reason

Aug-17-2021
15:48:20
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Sponsor-Defined I
dentifier:

Not D
one

Test:: Not D
one

Result:: Not D
one

Not Done:: Not D
one

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Aug-17-2021
15:48:20
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry
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6.a Test:

Date Location User Value Reason

Aug-17-2021
15:48:20
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

6.a Result:

Date Location User Value Reason

Aug-17-2021
15:48:20
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

6.a Not Done:

Date Location User Value Reason

Aug-17-2021
15:48:20
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Aug-17-2021
15:48:56
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-17-2021
15:48:56
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-17-2021
15:48:56
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

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

Date Location User Value Reason

Aug-17-2021 ACV0PF Data Entry: Initial Entry09
01

77
e1

98
91

a0
41
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al
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(b) (6)

(b) (4), (b) (6)
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15:48:56
(UTC-08:00) Pacific
Time (US & Canada)

EINFP60
00 

Not Done

09
01

77
e1

98
91

a0
41

\F
in

al
\F

in
al

 O
n:

 1
1-

N
ov

-2
02

1 
01

:2
1 

(G
M

T
)

(b) (4)

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

FDA-CBER-2022-5812-0499124



Page 1147 of 1152

***Confidential***

 

Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701237 Subject Initials: ---

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

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-17-2021
15:49:16
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-17-2021
15:49:16
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-17-2021
15:49:16
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Aug-17-2021
15:49:16
(UTC-08:00) Pacific

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry
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e1
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91
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41
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(b) (4)

(b) (4), 
(b) (6)
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(b) (4), 
(b) (6)
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Time (US & Canada)

5. Anatomical Location:

Date Location User Value Reason

Aug-17-2021
15:49:16
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-17-2021
15:49:16
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

7. Route:

Date Location User Value Reason

Aug-17-2021
15:49:16
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Aug-17-2021
15:49:16
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

09
01

77
e1
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91
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41
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al
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(b) (4), 
(b) (6)
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9. Unit:

Date Location User Value Reason

Aug-17-2021
15:49:16
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-17-2021
15:49:16
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

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

Date Location User Value Reason

Aug-17-2021
15:49:16
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Not Done

Initial Entry

09
01
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41
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Back to Form

1. Subject Status

Date Location User Value Reason

Jul-19-2021 15:05:37
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
DISCONTINUED

Initial Entry

Mar-05-2021
16:39:55
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
DISCONTINUED

Initial Entry

Jan-12-2021 12:25:31
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Jan-12-2021 12:20:41
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Jul-19-2021 15:05:37
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
Jul/13/2021

Initial Entry

Mar-05-2021
16:39:55
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
Jan/26/2021

Initial Entry
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Jan-12-2021 12:25:31
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
Jan/7/2021

Initial Entry

Jan-12-2021 12:20:41
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

auto calc
(autocalc)

Data Entry:
Jan/7/2021

Initial Entry
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Back to Form

1. Casebook Signature

Date Location User Value Reason

Mar-10-2021
12:11:42
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PF
EINFP60
00 

Data Entry:
Click Here to Enable

Initial Entry
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