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eCRF Audit Trail History

Cohort Selection

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

1. Select appropriate response - Protocol
version

24 JUL 2020

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

STAGE 3 COHORTS
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eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Sep/3/2020
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eCRF Audit Trail History

Demography

1. Subject ID [12701057]

2. Birth Date: /1955

3. Sex: MALE

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

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

6. Racial Designation:
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/3/2020

2. Erroneous Visit
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Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion Criterion
Met

Not Applicable
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eCRF Audit Trail History

Disposition - Screening

1. Date of Completion/Discontinuation
/Death

Sep/3/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

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

[Asthma]

Start Date: Jan/5/2011

Ongoing: YES

1.b Line/MH Number: [2]

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

[Gastroesophageal reflux disease]

Start Date: Jun/5/2011

Ongoing: YES

1.c Line/MH Number: [3]

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

[Diabetes Mellitus 2]

Start Date: Jul/6/2011

Ongoing: YES

1.d Line/MH Number: [4]

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

[Hyperlipidemia]

Start Date: Jul/6/2011

Ongoing: YES

1.e Line/MH Number: [5]

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

[Factor V Leiden Mutation, heterozygous]

Start Date: Jul/6/2011

Ongoing: YES
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1 f Line/MH Number: [6]

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

[Peripheral neuropathy]

Start Date: Nov/21/2016

Ongoing: YES

1.g Line/MH Number: [7]

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

[Erectile dysfunction]

Start Date: Nov/21/2016

Ongoing: YES

1 h Line/MH Number: [8]

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

[Chronic Deep Vein Thrombosis of bilateral legs]

Start Date: Jul/6/2011

Ongoing: YES

1.i Line/MH Number: [9]

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

[Genital Herpes Simplex]

Start Date: Apr/3/2020

Ongoing: YES

1.j Line/MH Number: [10]

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

[Spinal stenosis of lumbar spine with neurogenic claudication]

Start Date: Jul/28/2011

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

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

[Insomnia]

Start Date: Sep/20/2017

Ongoing: YES

1.l Line/MH Number: [12]

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

[Actinic keratosis]

Start Date: Sep/20/2017

Ongoing: YES

1 m Line/MH Number: [13]

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

[Anxiety]

Start Date: Dec/18/2017

Ongoing: YES

1 n Line/MH Number: [14]

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

[Lumbar radiculopathy]

Start Date: May/11/2018

Ongoing: YES

1.o Line/MH Number: [15]

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

[Arthritis of bilateral hips]

Start Date: Feb/27/2019

Ongoing: YES
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1.p Line/MH Number: [16]

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

[Osteoarthritis of right knee]

Start Date: Feb/27/2019

Ongoing: YES

1.q Line/MH Number: [17]

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

[Chronic pain syndrome]

Start Date: Mar/7/2019

Ongoing: YES

1 r Line/MH Number: [18]

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

[Allergy to Tramadol]

Start Date: May/30/2019

Ongoing: YES
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eCRF Audit Trail History

Vital Signs

1. Date: Sep/3/2020

2. Weight: [91.5]

3. Unit: kg

4. Height: [177.8]

5. Unit: cm

6. Body Mass Index: [28.9]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [97.3]

Unit: F

Temperature Location: ORAL CAVITY
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eCRF Audit Trail History

Disposition

1. Randomization Date : Sep/3/2020

2. Randomization Number: [251186]

3. Randomization Group: [ ]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Sep/3/2020

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP1FBV]

5.b Sample ID [BP1FBW]

5.c Sample ID [BP1FBX]

5.d Sample ID [BPJ33W]

5.e Sample ID [BPJ33X]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/3/2020

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP1DWL]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/3/2020 11:00

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

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

YES
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eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS SUBJECT
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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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/2/2020 Comments

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

eCRF Audit Trail History

Vital Signs

1. Date: Nov/2/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [98.0]

Unit: F

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Nov/2/2020

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP1F3S]
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Visit: V2_VAX2_L Form: VACCINATION

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

YES

Date of First Delay:
Sep/24/2020

Reason(s) for Temporary Delay of Vaccination
FEVER OR ACUTE ILLNESS

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: Not Done

//

Comments

5. Anatomical Location:

6. Body Side: Not Done Comments

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?

Not Done Comments
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Form Version: 22-Apr-2020 21:02 Form Status: Not Started
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Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V4_MONTH6_L 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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V5_MONTH12_L Form: 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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Date of Visit

1. Date of Visit //

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V6_MONTH24_L Form: 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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Date of Visit

1. Date of Visit //

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/24/2020

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
Sep/24/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Sep/24/2020

2. Date of First Symptom Started: Sep/4/2020

3. Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Oct/8/2020

Symptoms

4.a Symptoms: FEVER

Was symptom present? NO

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? YES

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? YES

4.d Symptoms: CHILLS

Was symptom present? NO

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? NO

4 f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? NO

4.g Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? NO

4.h Symptoms: DIARRHEA

Was symptom present? NO

4.i Symptoms: VOMITING

Was symptom present? NO

Symptoms - Other
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.a Symptoms - Other Text: [Tightening of chest]
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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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

#
Date of Co

llection
Specimen Typ

e
Specimen Collect

ion Location
Assay Code and Description Device Type

Form Instan
ce

 1. Sep/24/202
0 

SWABBED M
ATERIAL 

NASOPHARYNX
 

SEVERE ACUTE RESP SYNDR
OME CORONAVIRUS 2 

SARS-COV-2 DIAG
NOSTIC TEST 

Repeating
Pages

 2. Sep/28/202
0 

SWABBED M
ATERIAL 

NASOPHARYNX
 

SEVERE ACUTE RESP SYNDR
OME CORONAVIRUS 2 

SARS-COV-2 DIAG
NOSTIC TEST 

Repeating
Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: MICROBIOLOGY SPECIMEN

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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

Microbiology Specimen

1. Actual Date of Collection: Sep/24/2020 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: NEGATIVE Comments

8. Comments/Findings/Details: [SARS-COV-2, Qualitative, NAA (Covid-19)] Comments

9. Trade Name Other, Specify: [SARS COV-2 TEST CLIA CERTIFIED LAB] Comments
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: MICROBIOLOGY SPECIMEN

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. Actual Date of Collection: Sep/28/2020

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: [NOT DETECTED]

9. Trade Name Other, Specify: [SARS-COV-2 test CLIA Certified Lab] Comments
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE Comments

2. Sample Type NASAL_SWAB_SELF Comments

3. Sample Collected? YES

Date of Collection:
Sep/29/2020

Comments

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

[ ] Comments

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [CV27275]

09
01

77
e1

96
ad

2f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:0
8 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0838836



Page 36 of 720

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE Comments

2. Sample Type NASAL_SWAB Comments

3. Sample Collected? NO Comments

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

[SEE SELF SWAB] Comments

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: HEALTH CARE UTILIZATION

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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: YES

Number of Visits or Contacts:
[2]

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: YES

Number of Visits or Contacts:
[6]

Comments

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

#
Treatment Identif

ier
Con Non-Drug Treatments Pre-spe

cified
Treatment Treatment Start Date Form Instance

 1. Not Applicable  Not Applicable  Not Applicabl
e 

Not Applicabl
e 

Not Applicabl
e 

Repeating
Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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
Sep/24/2020

Form: ILLNESS DETAILS

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Form Comments
eCRF Audit Trail History

Illness Details

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

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

YES

Respiratory Illness Diagnosis:
[Pulmonary Embolism]

Date of Diagnosis:
Sep/25/2020

Comments

3. Toxicity Grade: 4 Comments
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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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

# Category of Clinical Event: Subcategory of Clinical Event Diagnosis Obtained Toxicity Grade Form Instance

 1. Not Done  Not Done  Not Done  Not Done  Repeating Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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 1 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 21-Aug-2020 02:49

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

#
Category for La

b Test
Vendor Name

Collection
Date:

Specimen
Type

Lab Result
Form Instanc

e

 1. CLINICAL CHE
MISTRY 

Kaiser Lab test Rosevi
lle Riverside 

Sep/24/202
0 

BLOOD  Sponsor-Defined
Identifier

Test:
Resu

lt:

329  Not Appli
cable 

 

30  Not Appli
cable 

 

28  Not Appli
cable 

 

35  Not Appli
cable 

 

21  Not Appli
cable 

 

47  Not Appli
cable 

 

48  Not Appli
cable 

1.06 

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

Form Version: 15-Sep-2020 21:51

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

#
Category for

Lab Test
Vendor Name

Collectio
n Date:

Specime
n Type

Lab Result
Form Instan

ce

 2. CLINICAL C
HEMISTRY 

KAISER Lab Test Ro
seville Riverside 

Sep/25/2
020 

BLOOD  Sponsor-Defin
ed Identifier

Test:
Res
ult:

329  C Reactive Protein
_PX329 

[ ] 

30  Alanine Aminotran
sferase_PX30 

[ ] 

28  Aspartate Aminotr
ansferase_PX28 

[ ] 

35  Alkaline Phosphata
se_PX35 

[ ] 

21  Bilirubin_PX21  [ ] 

47  Blood Urea Nitrog
en_PX47 

[ ] 

48  Creatinine_PX48  1.06
 

Repeating
Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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

Lab Chemistry Details

1. Lab Panel: CLINICAL CHEMISTRY Comments

2. Laboratory Name and Address [Kaiser Lab test Roseville Riverside] Comments

3. Collection Date: Sep/24/2020 Comments

4. Specimen Type: BLOOD Comments

Lab Result

5.a Sponsor ID: [329] Comments

Test: C Reactive Protein_PX329

Result: [ ] Comments

Not Done: NOT DONE Comments

LNMT Low
[ ]
High
[ ]
Unit

Comments

5.b Sponsor ID: [30] Comments

Test: Alanine Aminotransferase_PX30

Result: [ ] Comments

Not Done: NOT DONE Comments

LNMT Low
[ ]
High
[ ]
Unit

Comments
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Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.c Sponsor ID: [28] Comments

Test: Aspartate Aminotransferase_PX28

Result: [ ] Comments

Not Done: NOT DONE Comments

LNMT Low
[ ]
High
[ ]
Unit

Comments

5.d Sponsor ID: [35] Comments

Test: Alkaline Phosphatase_PX35

Result: [ ] Comments

Not Done: NOT DONE Comments

LNMT Low
[ ]
High
[ ]
Unit

Comments

5.e Sponsor ID: [21] Comments

Test: Bilirubin_PX21

Result: [ ] Comments

Not Done: NOT DONE Comments

LNMT Low
[ ]
High
[ ]
Unit

Comments

5 f Sponsor ID: [47] Comments

Test: Blood Urea Nitrogen_PX47

Result: [ ] Comments

Not Done: NOT DONE Comments

LNMT Low
[ ]
High
[ ]
Unit

Comments
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Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.g Sponsor ID: [48] Comments

Test: Creatinine_PX48

Result: [1.06] Comments

Not Done: Comments

LNMT Low
[0]
High
[1.34]
Unit
mg/dL

Comments
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. Lab Panel: CLINICAL CHEMISTRY

2. Laboratory Name and Address [KAISER Lab Test Roseville Riverside]

3. Collection Date: Sep/25/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [329]

Test: C Reactive Protein_PX329

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit

5.b Sponsor ID: [30]

Test: Alanine Aminotransferase_PX30

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit
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Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.c Sponsor ID: [28]

Test: Aspartate Aminotransferase_PX28

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit

5.d Sponsor ID: [35]

Test: Alkaline Phosphatase_PX35

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit

5.e Sponsor ID: [21]

Test: Bilirubin_PX21

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit

5 f Sponsor ID: [47]

Test: Blood Urea Nitrogen_PX47

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit
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Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.g Sponsor ID: [48]

Test: Creatinine_PX48

Result: [1.06]

Not Done:

LNMT Low
[0]
High
[1.34]
Unit
mg/dL

09
01

77
e1

96
ad

2f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:0
8 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0838851



Page 51 of 720

***Confidential***

 

Header Text: c4591001

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

Form Version: 21-Aug-2020 02:51

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

#
Category for

Lab Test
Vendor Name (DERI

VED)
Collection

Date:
Specimen

Type
Lab Result

Form Instanc
e

 1. HEMATOLOG
Y 

Kaiser Lab Test Rosevi
lle Riverside 

Sep/24/202
0 

BLOOD  Sponsor-Defined
Identifier

Test:
Resu

lt:

1  Not Appli
cable 

12.3 

2  Not Appli
cable 

37.2 

3  Not Appli
cable 

 

5  Not Appli
cable 

223 

7  Not Appli
cable 

 

608  Not Appli
cable 

43 

609  Not Appli
cable 

0 

612  Not Appli
cable 

15 

610  Not Appli
cable 

0 

611  Not Appli
cable 

41 

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

#
Category for

Lab Test
Vendor Name (DERI

VED)
Collection

Date:
Specimen

Type
Lab Result

Form Instan
ce

 2. HEMATOLO
GY 

KAISER Lab Test Rose
ville Riverside 

Sep/25/20
20 

BLOOD  Sponsor-Define
d Identifier

Test:
Res
ult:

1  Hemoglobin_
PX1 

12.2 

2  Hematocrit_P
X2 

37.0 

[ ]  Erythrocytes
_PX3 

[ ] 

5  Platelets_PX
5 

224 

[ ]  Leukocytes_
PX7 

[ ] 

608  Neutrophils_
PX608 

33 

609  Eosinophils_
PX609 

0 

612  Monocytes_P
X612 

18 

610  Basophils_P
X610 

1 

611  Lymphocytes
_PX611 

48 

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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

Laboratory Data Hematology

1. Lab Panel: HEMATOLOGY Comments

2. Laboratory Name and Address [Kaiser Lab Test Roseville Riverside] Comments

3. Collection Date: Sep/24/2020 Comments

4. Specimen Type: BLOOD Comments

Lab Result

5.a Sponsor ID: [1] Comments

Test: Hemoglobin_PX1

Result: [12.3] Comments

Not Done: Comments

LNMT Low
[13.0]
High
[17.0]
Unit
g/dL

Comments

5.b Sponsor ID: [2] Comments

Test: Hematocrit_PX2

Result: [37.2] Comments

Not Done: Comments

LNMT Low
[39.0]
High
[51.0]
Unit
%

Comments
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Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.c Sponsor ID: [3] Comments

Test: Erythrocytes_PX3

Result: [ ] Comments

Not Done: NOT DONE Comments

LNMT Low
[ ]
High
[ ]
Unit

Comments

5.d Sponsor ID: [5] Comments

Test: Platelets_PX5

Result: [223] Comments

Not Done: Comments

LNMT Low
[140]
High
[400]
Unit
10^3/uL

Comments

5.e Sponsor ID: [7] Comments

Test: Leukocytes_PX7

Result: [ ] Comments

Not Done: NOT DONE Comments

LNMT Low
[ ]
High
[ ]
Unit

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5 f Sponsor ID: [608] Comments

Test: Neutrophils_PX608

Result: [43] Comments

Not Done: Comments

LNMT Low
[42]
High
[76]
Unit
%

Comments

5.g Sponsor ID: [609] Comments

Test: Eosinophils_PX609

Result: [0] Comments

Not Done: Comments

LNMT Low
[0]
High
[7]
Unit
%

Comments

5.h Sponsor ID: [612] Comments

Test: Monocytes_PX612

Result: [15] Comments

Not Done: Comments

LNMT Low
[5]
High
[13]
Unit
%

Comments
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Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.i Sponsor ID: [610] Comments

Test: Basophils_PX610

Result: [0] Comments

Not Done: Comments

LNMT Low
[0]
High
[1]
Unit
%

Comments

5.j Sponsor ID: [611] Comments

Test: Lymphocytes_PX611

Result: [41] Comments

Not Done: Comments

LNMT Low
[15]
High
[47]
Unit
%

Comments
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. Lab Panel: HEMATOLOGY

2. Laboratory Name and Address [KAISER Lab Test Roseville Riverside]

3. Collection Date: Sep/25/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [1]

Test: Hemoglobin_PX1

Result: [12.2]

Not Done:

LNMT Low
[13.0]
High
[17.0]
Unit
g/dL

5.b Sponsor ID: [2]

Test: Hematocrit_PX2

Result: [37.0]

Not Done:

LNMT Low
[39.0]
High
[51.0]
Unit
%
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Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.c Sponsor ID: [ ]

Test: Erythrocytes_PX3

Result: [ ]

Not Done:

LNMT Low
[ ]
High
[ ]
Unit

5.d Sponsor ID: [5]

Test: Platelets_PX5

Result: [224]

Not Done:

LNMT Low
[140]
High
[400]
Unit
/uL

5.e Sponsor ID: [ ]

Test: Leukocytes_PX7

Result: [ ]

Not Done:

LNMT Low
[ ]
High
[ ]
Unit
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Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5 f Sponsor ID: [608]

Test: Neutrophils_PX608

Result: [33]

Not Done:

LNMT Low
[42]
High
[76]
Unit
%

5.g Sponsor ID: [609]

Test: Eosinophils_PX609

Result: [0]

Not Done:

LNMT Low
[0]
High
[7]
Unit
%

5.h Sponsor ID: [612]

Test: Monocytes_PX612

Result: [18]

Not Done:

LNMT Low
[5]
High
[13]
Unit
%

09
01

77
e1

96
ad

2f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:0
8 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0838860



Page 60 of 720

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.i Sponsor ID: [610]

Test: Basophils_PX610

Result: [1]

Not Done:

LNMT Low
[0]
High
[1]
Unit
%

5.j Sponsor ID: [611]

Test: Lymphocytes_PX611

Result: [48]

Not Done:

LNMT Low
[15]
High
[47]
Unit
%
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Visit: POT_COVID_ILL 1 Form: VITAL SIGNS - COVID

Form Version: 21-Aug-2020 02:50

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

# Date: Vital Signs Details Form Instance

 1. Not Applicable  Record Identifier: Systolic: Diastolic:

Not Applicable  Not Applicable  Not Applicable 

Repeating Pages
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Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs

1. Date: Not Applicable

//

Comments

Vital Signs Details

2.a Record Identifier: Not Applicable

1

Systolic: Not Applicable

[ ]

Comments

Diastolic: Not Applicable

[ ]

Comments

Respiratory Rate in
respirations/minute:

Not Applicable

[ ]

Comments

Heart Rate in beats/minute: Not Applicable

[ ]

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

Form Version: 21-Aug-2020 02:51

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

# Date: Vital Signs Details Form Instance

 1. Not Applicable  Record Identifier: Oxygen Saturation

Not Applicable  Not Applicable 

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs

1. Date: Not Applicable

//

Comments

Vital Signs Details

2.a Record Identifier: Not Applicable

1

SPO2 Pulse Oximetry % Not Applicable

[ ]

Comments
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Visit: POT_COVID_ILL 1 Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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

 1. Not Applicable  Not Applicable  Not Applicable  Repeating Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: OXYGENATION PARAMETERS

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

1. Date Time of Assessment: Not Applicable

//

Comments

2. Arterial Blood Gases PaO2 (mmHg): Not Applicable

[ ]

Comments

3. FiO2 (Fraction of Inhaled Oxygen): Not Applicable

[ ]

Comments
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Visit: POT_COVID_ILL 1 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

#
Sponsor-Defined Id

entifier
Category for Medi

cation
Concomitant Medications Pr

e-specified
Name of Medic

ation
Start Date

Form Instanc
e

 1. Not Applicable  Not Applicable  Not Applicable  Not Applicable  Not Applic
able 

Repeating
Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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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Visit: POT_COVID_ILL 1 Form: IMAGING

Form Version: 06-Jul-2020 21:53

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

#
Date of Assess

ment
Location of Assess

ment
Imaging Met

hod
Overall Assessment Form Instance

 1. Sep/25/2020  CHEST  CT SCAN  ABNORMAL
If abnormal, specify findings:

CT POSITIVE FOR ACUTE PUMONARY E
MBOLISM

 

Repeating
Pages
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Sep/24/2020

Form: IMAGING

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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

Imaging

1. Date of Assessment: Sep/25/2020 Comments

2. Location of Assessment: CHEST Comments

3. Type of Imaging Exam: CT SCAN Comments

4. Assessment: ABNORMAL

If abnormal, specify findings:
[CT POSITIVE FOR ACUTE PUMONARY EMBOLISM]

Comments
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Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/25/2020

2. Erroneous Visit ERRONEOUS VISIT Comments

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_B
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Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Form Comments
eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Not Applicable

//

Comments

2. Date of First Symptom Started: Not Applicable

//

Comments

3. Symptoms Ongoing? Not Applicable Comments

Symptoms

4.a Symptoms: FEVER

Was symptom present? Not Applicable Comments

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? Not Applicable Comments

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? Not Applicable Comments

4.d Symptoms: CHILLS

Was symptom present? Not Applicable Comments

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? Not Applicable Comments

4 f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? Not Applicable Comments

4.g Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? Not Applicable Comments09
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Sep/25/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

4.h Symptoms: DIARRHEA

Was symptom present? Not Applicable Comments

4.i Symptoms: VOMITING

Was symptom present? Not Applicable Comments

Symptoms - Other

5. Symptoms - Other Text: Not Applicable

[ ]
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Visit: POT_COVID_ILL 2 Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

#
Date of Collecti

on
Specimen Ty

pe
Specimen Collection Loca

tion
Assay Code and Descript

ion
Device Type Form Instance

 1. Not Applicable  Not Applicabl
e 

Not Applicable  Not Applicable  Not Applicabl
e 

Repeating
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Sep/25/2020

Form: MICROBIOLOGY SPECIMEN

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

1. Actual Date of Collection: Not Applicable

//

Comments

2. Specimen Type: Not Applicable Comments

3. Specimen Collection Location: Not Applicable Comments

4. Assay Code and Description: Not Applicable Comments

5. Device Type: Not Applicable Comments

6. Trade Name: Not Applicable Comments

7. Test Result: Not Applicable Comments

8. Comments/Findings/Details: Not Applicable

[ ]

Comments

9. Trade Name Other, Specify: Not Applicable

[ ]

Comments
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Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin Not Applicable Comments

2. Sample Type Not Applicable Comments

3. Sample Collected? Not Applicable Comments

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

Not Applicable

[ ]

Comments

Aliquot

Please enter barcode for each aliquot.

5. Sample ID Not Applicable

[ ]
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Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin Not Applicable Comments

2. Sample Type Not Applicable Comments

3. Sample Collected? Not Applicable Comments

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

Not Applicable

[ ]

Comments

Aliquot

Please enter barcode for each aliquot.

5. Sample ID Not Applicable

[ ]
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Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: HEALTH CARE UTILIZATION

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Form Comments
eCRF Audit Trail History

Health Care Utilization

1.a Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or Contacts: Not Applicable Comments

1.b Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts: Not Applicable Comments

1.c Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts: Not Applicable Comments

1.d Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts: Not Applicable Comments

1.e Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts: Not Applicable Comments

1 f Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts: Not Applicable Comments

Health Care Utilization Other

2. Other Type of Practitioner Specify: Not Applicable

[ ]

Comments

Health Care Utilization

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

Not Applicable Comments09
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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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

# Treatment Identifier Con Non-Drug Treatments Pre-specified Treatment Treatment Start Date Form Instance

 1. Not Done  Not Done  Not Done  Not Done  Not Done  Repeating Pages
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Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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 2 - Unscheduled Visit on
Sep/25/2020

Form: ILLNESS DETAILS

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Form Comments
eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: Not Done Comments

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

Not Done Comments

3. Toxicity Grade: Not Done Comments
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Visit: POT_COVID_ILL 2 Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

# Category of Clinical Event: Subcategory of Clinical Event Diagnosis Obtained Toxicity Grade 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
Sep/25/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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 2 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 21-Aug-2020 02:49

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

#
Category for La

b Test
Vendor Na

me
Collection D

ate:
Specimen T

ype
Lab Result

Form Instanc
e

 1. Not Done  Not Done  Not Done  Not Done  Sponsor-Defined Ide
ntifier

Test: Result:

Not Done  Not Do
ne 

Not Do
ne 

Not Done  Not Do
ne 

Not Do
ne 

Not Done  Not Do
ne 

Not Do
ne 

Not Done  Not Do
ne 

Not Do
ne 

Not Done  Not Do
ne 

Not Do
ne 

Not Done  Not Do
ne 

Not Do
ne 

Not Done  Not Do
ne 

Not Do
ne 

Repeating
Pages
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Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments
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Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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

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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Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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

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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Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5 f Sponsor ID: Not Done

[ ]

Comments

Test: Blood Urea Nitrogen_PX47

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments

5.g Sponsor ID: Not Done

[ ]

Comments

Test: Creatinine_PX48

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments

09
01

77
e1

96
ad

2f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:0
8 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0838889



Page 89 of 720

***Confidential***

 

Header Text: c4591001

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

Form Version: 21-Aug-2020 02:51

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

#
Category for L

ab Test
Vendor Name (DE

RIVED)
Collection

Date:
Specimen

Type
Lab Result

Form Instanc
e

 1. Not Done  Not Done  Not Done  Not Done  Sponsor-Defined I
dentifier

Test: Result:

Not Done  Not Do
ne 

Not Do
ne 

Not Done  Not Do
ne 

Not Do
ne 

Not Done  Not Do
ne 
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Not Done  Not Do
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form
Form Comments
eCRF Audit Trail History

Laboratory Data Hematology

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: Hemoglobin_PX1

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments
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Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.b Sponsor ID: Not Done

[ ]

Comments

Test: Hematocrit_PX2

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments

5.c Sponsor ID: Not Done

[ ]

Comments

Test: Erythrocytes_PX3

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments

09
01

77
e1

96
ad

2f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:0
8 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0838892



Page 92 of 720

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.d Sponsor ID: Not Done

[ ]

Comments

Test: Platelets_PX5

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments

5.e Sponsor ID: Not Done

[ ]

Comments

Test: Leukocytes_PX7

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5 f Sponsor ID: Not Done

[ ]

Comments

Test: Neutrophils_PX608

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments

5.g Sponsor ID: Not Done

[ ]

Comments

Test: Eosinophils_PX609

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments
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Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.h Sponsor ID: Not Done

[ ]

Comments

Test: Monocytes_PX612

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments

5.i Sponsor ID: Not Done

[ ]

Comments

Test: Basophils_PX610

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments
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Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.j Sponsor ID: Not Done

[ ]

Comments

Test: Lymphocytes_PX611

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
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[ ]
Unit

Comments
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Visit: POT_COVID_ILL 2 Form: VITAL SIGNS - COVID

Form Version: 21-Aug-2020 02:50

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

# Date: Vital Signs Details Form Instance

 1. Not Done  Record Identifier: Systolic: Diastolic:

Not Done  Not Done  Not Done 

Repeating Pages
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Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: VITAL SIGNS - COVID

Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs

1. Date: Not Done

//

Comments

Vital Signs Details

2.a Record Identifier: Not Done

1

Systolic: Not Done

[ ]

Comments

Diastolic: Not Done

[ ]

Comments

Respiratory Rate in
respirations/minute:

Not Done

[ ]

Comments

Heart Rate in beats/minute: Not Done

[ ]

Comments
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Visit: POT_COVID_ILL 2 Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

# Date: Vital Signs Details Form Instance

 1. Not Done  Record Identifier: Oxygen Saturation

Not Done  Not Done 

Repeating Pages
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Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs

1. Date: Not Done

//

Comments

Vital Signs Details

2.a Record Identifier: Not Done

1

SPO2 Pulse Oximetry % Not Done

[ ]

Comments
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Visit: POT_COVID_ILL 2 Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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

 1. Not Done  Not Done  Not Done  Repeating Pages
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Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: OXYGENATION PARAMETERS

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

1. Date Time of Assessment: Not Done

//

Comments

2. Arterial Blood Gases PaO2 (mmHg): Not Done

[ ]

Comments

3. FiO2 (Fraction of Inhaled Oxygen): Not Done

[ ]

Comments
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Visit: POT_COVID_ILL 2 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

#
Sponsor-Defined Ide

ntifier
Category for Medi

cation
Concomitant Medications Pre-

specified
Name of Medic

ation
Start D

ate
Form Instanc

e

 1. Not Done  Not Done  Not Done  Not Done  Not Don
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Repeating
Pages
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Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant Medications

1. What is the medication identifier? Not Done

[ ]

Comments

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

# Date of Assessment Location of Assessment Imaging Method Overall Assessment 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
Sep/25/2020

Form: IMAGING

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/02/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/2/2020

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A1
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Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/02/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Nov/2/2020

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRFF3R]

5.b Sample ID [BPJ2TR]

5.c Sample ID [BPJ2V5]
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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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Unplanned Assessments

1. Assessments
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Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

eCRF Audit Trail History

Disposition - Treatment

1. Date of Completion/Discontinuation
/Death :

Nov/2/2020

2. Phase of Disposition: VACCINATION

3. Status: ADVERSE EVENT

4. Specify Status: [ ]
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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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

eCRF Audit Trail History

Disposition - Follow-Up

1. Date of Completion/Discontinuation
/Death :

Jan/12/2021

2. Phase of Disposition: FOLLOW-UP

3. Status: WITHDRAWAL BY SUBJECT

4. Specify Status: [Subject plans to have COVID19 Vaccine outside of study on 12JAN2021]
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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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

# Category
AE Identifi

er
Adverse Event Start Date

Is the Adverse Event Still On
going

Form Instance

 1. ADVERSE EVE
NT 

1  Pulmonary emboli
sm 

Sep/23/2020 UNK:U
NK 

YES  Repeating
Pages
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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)

[Pulmonary embolism]

4. Start Date Time: Sep/23/2020 UNK:UNK

5. Is the adverse event still ongoing? YES

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

YES

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

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
NO

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

Is this serious event life threatening?
YES

Other medically important serious event
YES

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

NO

9. Is this event related to study
treatment:

NOT RELATED

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

If Other, specify:
[Factor V Leiden Mutation]

10. Latest Action Taken with Study
Treatment:
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? NO

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

RECOVERING/RESOLVING

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

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[2020373624]

09
01

77
e1

96
ad

2f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:0
8 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0838917



Page 117 of 720

***Confidential***

 

Header Text: c4591001

Visit: Logs Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

#
Categor

y
Medication Err

or
Start Da

te
Is the medication error Still Ong

oing
Study Medication Errors Ac

tion
Form Instance

 1.           Repeating
Pages
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Visit: Logs - Unscheduled Form: MEDICATION ERROR

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment given?

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

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

10. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

#
Sponsor-Defined

Identifier
Category for Me

dication
Concomitant Medications

Pre-specified
Name of Medi

cation
Start D

ate
Form Instanc

e

 1. DELETED 1  VACCINATION
S 

NO  COVID 19 VA
CCINE 

Jan/12/2
021 

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. What is the medication identifier? [1]

2. Category: 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).

[COVID 19 VACCINE]

5. Date: Jan/12/2021
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Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

#
Sponsor-Defined Id

entifier
Category for Med

ication
Concomitant Medications Pr

e-specified
Name of Medic

ation
Dose Descri

ption
Form Instanc

e

 1.           Repeating
Pages
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

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

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

# Category Treatment Identifier Con Non-Drug Treatments Pre-specified Treatment Start Date Form Instance

 1.           Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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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Header Text: c4591001

Visit: Logs Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Transfusion Type:

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Date of Visit

1. Date of Visit //

2. Erroneous Visit

09
01

77
e1

96
ad

2f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:0
8 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0838928



Page 128 of 720

***Confidential***

 

Header Text: c4591001

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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: VACCINATION

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: V201_SURVEIL_CONSENT - Unscheduled Form: DATE OF VISIT

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V201_SURVEIL_CONSENT - Unscheduled Form: INFORMED CONSENT - ASYMPTOMATIC SURVEILLANCE

Form Version: 14-Jan-2021 02:29 Form Status: Not Started

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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Visit: V201_SURVEIL_CONSENT - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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: V201_SURVEIL_CONSENT - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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: 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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/12/2021

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, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

eCRF Audit Trail History

Further Vaccination Confirmation

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

Participant is NOT willing to return for Vaccination 3 OR otherwise not eligible
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Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/12/2021

2. Primary Reason for Unblinding: OTHER

If other, specify:
[Participant requests to receive vaccine outside of study]
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Form Comments
eCRF Audit Trail History

Withdrawal Of Consent

1. Withdrawal of Consent Date : Jan/12/2021 Comments
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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: 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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

eCRF Audit Trail History

Subject Status

1. Subject Status DISCONTINUED

2. Subject Status Date Jan/12/2021
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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, Signed, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

eCRF Audit Trail History

Casebook Signature Form

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

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Audit Trail

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

Name Signature
Meaning

Date Type Action

Nicola Klein  Approved Mar-09-2021 15:44:46 (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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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

Form Sep-03-2020 15:21:26 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao N/A

Not Applicable
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - Comments

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

1 Nov-03-2020 10:03:48 (UTC-08:00) Pacific Time
(US & Canada)

1 Nov-03-2020 10:03:25 (UTC-08:00) Pacific Time
(US & Canada)

Not Done
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

4 Nov-06-2020 11:13:42 (UTC-08:00) Pacific Time
(US & Canada)

DATA CHANGED TO SATISFY QUERY

Not Done
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

6 Nov-06-2020 11:14:02 (UTC-08:00) Pacific Time
(US & Canada)

DATA CHANGED TO SATISFY QUERY

Not Done
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

11 Nov-06-2020 11:14:24 (UTC-08:00) Pacific Time
(US & Canada)

DATA CHANGED TO SATISFY QUERY

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: MICROBIOLOGY SPECIMEN - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

Form Sep-29-2020 17:34:00 (UTC-08:00) Pacific Time
(US & Canada)

Form Sep-24-2020 14:46:25 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: MICROBIOLOGY SPECIMEN - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

1 Sep-29-2020 17:34:00 (UTC-08:00) Pacific Time
(US & Canada)

1 Sep-24-2020 14:46:25 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: MICROBIOLOGY SPECIMEN - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

2 Sep-29-2020 17:34:00 (UTC-08:00) Pacific Time
(US & Canada)

2 Sep-24-2020 14:46:25 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: MICROBIOLOGY SPECIMEN - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

3 Sep-29-2020 17:34:00 (UTC-08:00) Pacific Time
(US & Canada)

3 Sep-24-2020 14:46:25 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: MICROBIOLOGY SPECIMEN - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

4 Sep-29-2020 17:34:00 (UTC-08:00) Pacific Time
(US & Canada)

4 Sep-24-2020 14:46:25 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: MICROBIOLOGY SPECIMEN - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5 Sep-29-2020 17:34:00 (UTC-08:00) Pacific Time
(US & Canada)

5 Sep-24-2020 14:46:25 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: MICROBIOLOGY SPECIMEN - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

6 Sep-29-2020 17:34:00 (UTC-08:00) Pacific Time
(US & Canada)

6 Sep-24-2020 14:46:25 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: MICROBIOLOGY SPECIMEN - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

7 Sep-29-2020 17:34:00 (UTC-08:00) Pacific Time
(US & Canada)

7 Sep-24-2020 14:46:25 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: MICROBIOLOGY SPECIMEN - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

8 Sep-29-2020 17:36:32 (UTC-08:00) Pacific Time
(US & Canada)

Nasopharynx/Oropharynx Source

8 Sep-29-2020 17:34:00 (UTC-08:00) Pacific Time
(US & Canada)

8 Sep-24-2020 14:46:25 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: MICROBIOLOGY SPECIMEN - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

9 Oct-21-2020 15:29:05 (UTC-08:00) Pacific Time
(US & Canada)

KAISER CLIA CERTIFIED LAB

9 Sep-29-2020 17:34:00 (UTC-08:00) Pacific Time
(US & Canada)

9 Sep-24-2020 14:46:25 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: MICROBIOLOGY SPECIMEN - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

9 Oct-14-2020 11:28:54 (UTC-08:00) Pacific Time
(US & Canada)

KAISER LAB
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

Form Sep-29-2020 17:33:00 (UTC-08:00) Pacific Time
(US & Canada)

Form Sep-28-2020 11:07:28 (UTC-08:00) Pacific Time
(US & Canada)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

1 Sep-29-2020 17:33:00 (UTC-08:00) Pacific Time
(US & Canada)

1 Sep-28-2020 11:07:28 (UTC-08:00) Pacific Time
(US & Canada)

Not Done
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(6)

(b) (4)

FDA-CBER-2021-5683-0838962
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

2 Sep-29-2020 17:33:00 (UTC-08:00) Pacific Time
(US & Canada)

2 Sep-28-2020 11:07:28 (UTC-08:00) Pacific Time
(US & Canada)

Not Done
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Visit: POT_COVID_ILL 1 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

3 Sep-29-2020 17:33:00 (UTC-08:00) Pacific Time
(US & Canada)

3 Sep-28-2020 11:07:28 (UTC-08:00) Pacific Time
(US & Canada)
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Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

4 Sep-29-2020 17:33:00 (UTC-08:00) Pacific Time
(US & Canada)

4 Sep-28-2020 11:07:28 (UTC-08:00) Pacific Time
(US & Canada)
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Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

Form Nov-04-2020 08:27:11 (UTC-08:00) Pacific Time
(US & Canada)

Form Sep-28-2020 12:51:45 (UTC-08:00) Pacific Time
(US & Canada)
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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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

1 Nov-04-2020 08:27:11 (UTC-08:00) Pacific Time
(US & Canada)

1 Sep-28-2020 12:51:45 (UTC-08:00) Pacific Time
(US & Canada)
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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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

2 Nov-04-2020 08:27:11 (UTC-08:00) Pacific Time
(US & Canada)

2 Sep-28-2020 12:51:45 (UTC-08:00) Pacific Time
(US & Canada)

Not Done
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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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

3 Nov-04-2020 08:27:11 (UTC-08:00) Pacific Time
(US & Canada)

3 Sep-28-2020 12:51:45 (UTC-08:00) Pacific Time
(US & Canada)

Not Done
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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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

4 Nov-04-2020 08:27:11 (UTC-08:00) Pacific Time
(US & Canada)

4 Sep-28-2020 12:51:45 (UTC-08:00) Pacific Time
(US & Canada)
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Form: HEALTH CARE UTILIZATION - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

Form Sep-29-2020 17:41:43 (UTC-08:00) Pacific Time
(US & Canada)

Form Sep-24-2020 14:47:59 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None

Not Applicable
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Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

1.a Sep-29-2020 17:41:43 (UTC-08:00) Pacific Time
(US & Canada)

1.a Sep-24-2020 14:47:59 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None

Not Applicable
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Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

1.b Sep-29-2020 17:41:43 (UTC-08:00) Pacific Time
(US & Canada)

1.b Sep-24-2020 14:47:59 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None

Not Applicable
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Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

1.c Sep-29-2020 17:41:43 (UTC-08:00) Pacific Time
(US & Canada)

1.c Sep-24-2020 14:47:59 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None

Not Applicable
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Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

1.d Sep-29-2020 17:41:43 (UTC-08:00) Pacific Time
(US & Canada)

1.d Sep-24-2020 14:47:59 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None

Not Applicable
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Visit: POT_COVID_ILL 1 Form: HEALTH CARE UTILIZATION - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

1.e Sep-29-2020 17:41:43 (UTC-08:00) Pacific Time
(US & Canada)

1.e Sep-24-2020 14:47:59 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None
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Visit: POT_COVID_ILL 1 Form: HEALTH CARE UTILIZATION - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

1.f Sep-29-2020 17:41:43 (UTC-08:00) Pacific Time
(US & Canada)

1.f Sep-24-2020 14:47:59 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None

Not Applicable
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Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

2 Sep-29-2020 17:41:43 (UTC-08:00) Pacific Time
(US & Canada)

2 Sep-24-2020 14:47:59 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None

Not Applicable
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Visit: POT_COVID_ILL 1 Form: HEALTH CARE UTILIZATION - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

3 Sep-29-2020 17:41:43 (UTC-08:00) Pacific Time
(US & Canada)

3 Sep-24-2020 14:47:59 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: RESPIRATORY TREATMENT - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

Form Sep-24-2020 14:48:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: RESPIRATORY TREATMENT - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

1 Sep-24-2020 14:48:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
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Form: RESPIRATORY TREATMENT - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

2 Sep-24-2020 14:48:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None

Not Applicable
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Form: RESPIRATORY TREATMENT - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

3 Sep-24-2020 14:48:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: RESPIRATORY TREATMENT - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

4 Sep-24-2020 14:48:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None

Not Applicable
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Sep/24/2020

Form: RESPIRATORY TREATMENT - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5 Sep-24-2020 14:48:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None

Not Applicable
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Sep/24/2020

Form: RESPIRATORY TREATMENT - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

6 Sep-24-2020 14:48:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None

Not Applicable
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Form: ILLNESS DETAILS - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

Form Sep-29-2020 17:36:55 (UTC-08:00) Pacific Time
(US & Canada)

Form Sep-24-2020 14:49:38 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None

Not Applicable
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Visit: POT_COVID_ILL 1 Form: ILLNESS DETAILS - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

1 Sep-29-2020 17:36:55 (UTC-08:00) Pacific Time
(US & Canada)

1 Sep-24-2020 14:49:38 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None

Not Applicable

09
01

77
e1

96
ad

2f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:0
8 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0838988
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: ILLNESS DETAILS - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

2 Sep-29-2020 17:36:55 (UTC-08:00) Pacific Time
(US & Canada)

2 Sep-24-2020 14:49:38 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None

Not Applicable
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(b) (4), (b) 
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(b) (4)

(b) (4)

FDA-CBER-2021-5683-0838989
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: ILLNESS DETAILS - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

3 Sep-29-2020 17:36:55 (UTC-08:00) Pacific Time
(US & Canada)

3 Sep-24-2020 14:49:38 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None

Not Applicable
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(b) (4), (b) 
(6)

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0838990
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: ILLNESS DETAILS - SEVERE - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

Form Sep-29-2020 17:39:46 (UTC-08:00) Pacific Time
(US & Canada)

Not Done

Form Sep-29-2020 17:39:16 (UTC-08:00) Pacific Time
(US & Canada)

Form Sep-24-2020 14:50:19 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None

Not Applicable
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(b) (4), (b) 
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(b) (4), (b) 
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(b) (4)

(b) (4)

FDA-CBER-2021-5683-0838991
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: ILLNESS DETAILS - SEVERE - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

1 Sep-29-2020 17:39:46 (UTC-08:00) Pacific Time
(US & Canada)

Not Done

1 Sep-29-2020 17:39:16 (UTC-08:00) Pacific Time
(US & Canada)

1 Sep-24-2020 14:50:19 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None

Not Applicable
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(b) (4)

FDA-CBER-2021-5683-0838992
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: ILLNESS DETAILS - SEVERE - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

2 Sep-29-2020 17:39:46 (UTC-08:00) Pacific Time
(US & Canada)

Not Done

2 Sep-29-2020 17:39:16 (UTC-08:00) Pacific Time
(US & Canada)

2 Sep-24-2020 14:50:19 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None

Not Applicable
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(b) (4)

FDA-CBER-2021-5683-0838993
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: ILLNESS DETAILS - SEVERE - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

3 Sep-29-2020 17:39:46 (UTC-08:00) Pacific Time
(US & Canada)

Not Done

3 Sep-29-2020 17:39:16 (UTC-08:00) Pacific Time
(US & Canada)

3 Sep-24-2020 14:50:19 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None

Not Applicable
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FDA-CBER-2021-5683-0838994
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: ILLNESS DETAILS - SEVERE - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

4 Sep-29-2020 17:39:46 (UTC-08:00) Pacific Time
(US & Canada)

Not Done

4 Sep-29-2020 17:39:16 (UTC-08:00) Pacific Time
(US & Canada)

4 Sep-24-2020 14:50:19 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None

Not Applicable
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FDA-CBER-2021-5683-0838995



Page 195 of 720

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

Form Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

Form Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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(b) (4), (b) 
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(b) (4)

FDA-CBER-2021-5683-0838996
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

1 Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

1 Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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(b) (4), (b) 
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(b) (4)

FDA-CBER-2021-5683-0838997
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

2 Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

2 Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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(b) (4), (b) 
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(b) (4)

(b) (4)

FDA-CBER-2021-5683-0838998
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

3 Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

3 Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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(b) (4)

FDA-CBER-2021-5683-0838999
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

4 Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

4 Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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FDA-CBER-2021-5683-0839000
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.a Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.a Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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FDA-CBER-2021-5683-0839001
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.a Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.a Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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FDA-CBER-2021-5683-0839002
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.a Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.a Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable

09
01

77
e1

96
ad

2f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:0
8 

(G
M

T
)

(b) (4), (b) 
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FDA-CBER-2021-5683-0839003
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.a Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.a Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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FDA-CBER-2021-5683-0839004
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.b Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.b Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable

09
01

77
e1

96
ad

2f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:0
8 

(G
M

T
)

(b) (4), (b) 
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FDA-CBER-2021-5683-0839005
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.b Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.b Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.b Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.b Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable

09
01

77
e1

96
ad

2f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:0
8 

(G
M

T
)

(b) (4), (b) 
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Page 207 of 720

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.b Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.b Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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FDA-CBER-2021-5683-0839008
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.c Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.c Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.c Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.c Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.c Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.c Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.c Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.c Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.d Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.d Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.d Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.d Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.d Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.d Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.d Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.d Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.e Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.e Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.e Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.e Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.e Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.e Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.e Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.e Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.f Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.f Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.f Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.f Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.f Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.f Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.f Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.f Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.g Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.g Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.g Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.g Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.g Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.g Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.g Sep-29-2020 17:43:12 (UTC-08:00) Pacific Time
(US & Canada)

5.g Sep-24-2020 14:51:17 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

Form Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

Form Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

1 Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

1 Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

2 Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

2 Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

3 Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

3 Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

4 Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

4 Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.a Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.a Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.a Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.a Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.a Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.a Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.a Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.a Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.b Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.b Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.b Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.b Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.b Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.b Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable

09
01

77
e1

96
ad

2f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:0
8 

(G
M

T
)

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

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0839040



Page 240 of 720

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.b Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.b Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.c Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.c Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.c Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.c Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.c Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.c Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.c Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.c Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable

09
01

77
e1

96
ad

2f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:0
8 

(G
M

T
)

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

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0839045



Page 245 of 720

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.d Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.d Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.d Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.d Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.d Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.d Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.d Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.d Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.e Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.e Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.e Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.e Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.e Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.e Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable

09
01

77
e1

96
ad

2f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:0
8 

(G
M

T
)

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

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0839052



Page 252 of 720

***Confidential***

Header Text: c4591001
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Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.e Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.e Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.f Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.f Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.f Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.f Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.f Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.f Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.f Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.f Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.g Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.g Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.g Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.g Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.g Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.g Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.g Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.g Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.h Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.h Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.h Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.h Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.h Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.h Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.h Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.h Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.i Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.i Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.i Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.i Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.i Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.i Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.i Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.i Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.j Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.j Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.j Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.j Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.j Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.j Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

5.j Sep-29-2020 17:46:34 (UTC-08:00) Pacific Time
(US & Canada)

5.j Sep-24-2020 14:51:58 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao Not Done

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: VITAL SIGNS - COVID - Comments

Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

Form Sep-24-2020 14:52:31 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None

Not Applicable
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Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

1 Sep-24-2020 14:52:31 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None

Not Applicable
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Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

2.a Sep-24-2020 14:52:31 (UTC-08:00) Pacific Time
(US & Canada)

Charlie Chao None

Not Applicable
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Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

2.a Sep-24-2020 14:52:31 (UTC-08:00) Pacific Time
(US & Canada)
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2 Sep-24-2020 14:53:10 (UTC-08:00) Pacific Time
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Back to Form
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Form Sep-24-2020 14:53:33 (UTC-08:00) Pacific Time
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Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form
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3 Sep-24-2020 14:53:33 (UTC-08:00) Pacific Time
(US & Canada)
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Back to Form
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Generated By: Generated Time (GMT): 29-Mar-2021 18:51
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Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form
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Back to Form
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Comments
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Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

Form Oct-14-2020 11:24:21 (UTC-08:00) Pacific Time
(US & Canada)

Not Done

09
01

77
e1

96
ad

2f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:0
8 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0839242



Page 442 of 720

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
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Visit: POT_COVID_ILL 2 - Unscheduled Visit on
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Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

3 Oct-14-2020 11:25:16 (UTC-08:00) Pacific Time
(US & Canada)

Not Done
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(6)

(b) (4)

FDA-CBER-2021-5683-0839259
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: IMAGING - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

4 Oct-14-2020 11:25:16 (UTC-08:00) Pacific Time
(US & Canada)

Not Done
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(b) (4), (b) 
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

Form Feb-01-2021 14:40:56 (UTC-08:00) Pacific Time
(US & Canada)

Form Jan-12-2021 11:17:47 (UTC-08:00) Pacific Time
(US & Canada)

Not Applicable
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Header Text: c4591001

Visit: Disposition Form: WITHDRAWAL OF CONSENT - Comments

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Item Date User Comment

1 Feb-01-2021 14:40:56 (UTC-08:00) Pacific Time
(US & Canada)

1 Jan-12-2021 11:17:47 (UTC-08:00) Pacific Time
(US & Canada)

Not Applicable

09
01

77
e1

96
ad

2f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:0
8 

(G
M

T
)

(b) (4), (b) 
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Header Text: c4591001

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

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

Name Signature
Meaning

Date Type Action

Nicola Klein  Approved Mar-09-2021 15:44:46 (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 Jan-12-2021 10:47:49 (UTC-08:00) Pacific Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Nicola Klein  Approved Nov-13-2020 12:39:00 (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 Nov-04-2020 15:25:49 (UTC-08:00) Pacific Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Nicola Klein  Approved Nov-04-2020 13:41:39 (UTC-08:00) Pacific Time
(US & Canada)

BOOK Signed
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Header Text: c4591001

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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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Header Text: c4591001

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Sep-03-2020 15:00:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
24 JUL 2020

Initial Entry

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

Date Location User Value Reason

Sep-03-2020 15:00:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Consent Was:

Date Location User Value Reason

Sep-03-2020 15:00:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
OBTAINED

Date Written Consent Obtained

Sep/3/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Subject ID

Date Location User Value Reason

Sep-03-2020 15:00:18
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
12701057

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Sep-03-2020 15:00:15
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1955

Enrollment Entry

3. Sex:

Date Location User Value Reason

Sep-03-2020 15:00:57
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
MALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Sep-03-2020 15:00:57
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
NOT HISPANIC OR LATINO(A) OR
OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Sep-03-2020 15:00:57
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-03-2020 15:01:55
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Sep/3/2020

Initial Entry
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Header Text: c4591001

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Sep-03-2020 15:21:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Sep/3/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Sep-03-2020 15:21:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Sep-03-2020 15:21:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1.a

Date Location User Value Reason

Sep-03-2020 15:29:04
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 1

Medical History Term: Asthma

Start Date: Jan/5/2011

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Sep-03-2020 15:29:04
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

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

Date Location User Value Reason

Sep-03-2020 15:29:04
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Asthma

Initial Entry

1.a Start Date:

Date Location User Value Reason

Sep-03-2020 15:29:04
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Jan/5/2011

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Nov-04-2020 09:35:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Hayley
Wyper

Query 1: Closed Response satisfies
query

Nov-04-2020 08:29:38
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered DONE

Nov-04-2020 01:32:18
(UTC-08:00) Pacific Time

ACV0PFEINFP6000  Query 1: Opened CLINQUERY: MH to
be updated with
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Header Text: c4591001

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

(US & Canada) information regarding
Factor V Leiden
mutation

Nov-03-2020 09:53:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Hayley
Wyper

Query 1: Candidate CLINQUERY: MH to
be updated with
information regarding
Factor V Leiden
mutation

Sep-03-2020 15:29:04
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason

Nov-04-2020 08:29:29
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

2

Medical Histor
y Term:

Gastroesophageal re
flux disease

Start Date: Jun/5/2011

Ongoing: YES

Initial Entry
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Header Text: c4591001

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

1.b Line/MH Number:

Date Location User Value Reason

Nov-04-2020 08:29:29
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

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

Date Location User Value Reason

Nov-04-2020 08:29:29
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Gastroesophageal reflux disease

Initial Entry

1.b Start Date:

Date Location User Value Reason

Nov-04-2020 08:29:29
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Jun/5/2011

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Nov-04-2020 08:29:29
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.c

Date Location User Value Reason

Nov-04-2020 08:29:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 3

Medical History Te
rm:

Diabetes Mellit
us 2

Start Date: Jul/6/2011

Ongoing: YES

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

1.c Line/MH Number:

Date Location User Value Reason

Nov-04-2020 08:29:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

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

Date Location User Value Reason

Nov-04-2020 08:29:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Diabetes Mellitus 2

Initial Entry

1.c Start Date:

Date Location User Value Reason

Nov-04-2020 08:29:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Jul/6/2011

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Nov-04-2020 08:29:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.d

Date Location User Value Reason

Nov-04-2020 08:30:22
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 4

Medical History Ter
m:

Hyperlipidem
ia

Start Date: Jul/6/2011

Ongoing: YES

Initial Entry
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Header Text: c4591001

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

1.d Line/MH Number:

Date Location User Value Reason

Nov-04-2020 08:30:22
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

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

Date Location User Value Reason

Nov-04-2020 08:30:22
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Hyperlipidemia

Initial Entry

1.d Start Date:

Date Location User Value Reason

Nov-04-2020 08:30:22
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Jul/6/2011

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Nov-04-2020 08:30:22
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.e

Date Location User Value Reason

Nov-04-2020 08:30:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

5

Medical Hist
ory Term:

Factor V Leiden Muta
tion, heterozygous

Start Date: Jul/6/2011

Ongoing: YES

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
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Generated By: Generated Time (GMT): 29-Mar-2021 18:51

1.e Line/MH Number:

Date Location User Value Reason

Nov-04-2020 08:30:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

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

Date Location User Value Reason

Nov-04-2020 08:30:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Factor V Leiden Mutation, heterozyg
ous

Initial Entry

1.e Start Date:

Date Location User Value Reason

Nov-04-2020 08:30:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Jul/6/2011

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Nov-04-2020 08:30:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.f

Date Location User Value Reason

Nov-04-2020 08:31:01
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

6

Medical History T
erm:

Peripheral neuro
pathy

Start Date: Nov/21/2016

Ongoing: YES

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
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Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

1.f Line/MH Number:

Date Location User Value Reason

Nov-04-2020 08:31:01
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

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

Date Location User Value Reason

Nov-04-2020 08:31:01
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Peripheral neuropathy

Initial Entry

1.f Start Date:

Date Location User Value Reason

Nov-04-2020 08:31:01
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Nov/21/2016

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Nov-04-2020 08:31:01
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.g

Date Location User Value Reason

Nov-04-2020 08:31:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 7

Medical History T
erm:

Erectile dysfunc
tion

Start Date: Nov/21/2016

Ongoing: YES

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

1.g Line/MH Number:

Date Location User Value Reason

Nov-04-2020 08:31:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

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

Date Location User Value Reason

Nov-04-2020 08:31:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Erectile dysfunction

Initial Entry

1.g Start Date:

Date Location User Value Reason

Nov-04-2020 08:31:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Nov/21/2016

Initial Entry

1.g Ongoing:

Date Location User Value Reason

Nov-04-2020 08:31:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.h

Date Location User Value Reason

Nov-04-2020 08:32:01
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

8

Medical His
tory Term:

Chronic Deep Vein Thr
ombosis of bilateral leg
s

Start Date: Jul/6/2011

Ongoing: YES

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

1.h Line/MH Number:

Date Location User Value Reason

Nov-04-2020 08:32:01
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
8

Initial Entry

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

Date Location User Value Reason

Nov-04-2020 08:32:01
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Chronic Deep Vein Thrombosis of bi
lateral legs

Initial Entry

1.h Start Date:

Date Location User Value Reason

Nov-04-2020 08:32:01
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Jul/6/2011

Initial Entry

1.h Ongoing:

Date Location User Value Reason

Nov-04-2020 08:32:01
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.i

Date Location User Value Reason

Nov-04-2020 08:32:20
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

9

Medical History
Term:

Genital Herpes Si
mplex

Start Date: Apr/3/2020

Ongoing: YES

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

1.i Line/MH Number:

Date Location User Value Reason

Nov-04-2020 08:32:20
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
9

Initial Entry

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

Date Location User Value Reason

Nov-04-2020 08:32:20
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Genital Herpes Simplex

Initial Entry

1.i Start Date:

Date Location User Value Reason

Nov-04-2020 08:32:20
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Apr/3/2020

Initial Entry

1.i Ongoing:

Date Location User Value Reason

Nov-04-2020 08:32:20
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.j

Date Location User Value Reason

Nov-04-2020 08:32:41
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

10

Medical H
istory Ter
m:

Spinal stenosis of lumbar
spine with neurogenic cla
udication

Start Date
:

Jul/28/2011

Ongoing: YES

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1.j Line/MH Number:

Date Location User Value Reason

Nov-04-2020 08:32:41
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10

Initial Entry

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

Date Location User Value Reason

Nov-04-2020 08:32:41
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Spinal stenosis of lumbar spine with
neurogenic claudication

Initial Entry

1.j Start Date:

Date Location User Value Reason

Nov-04-2020 08:32:41
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Jul/28/2011

Initial Entry

1.j Ongoing:

Date Location User Value Reason

Nov-04-2020 08:32:41
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.k

Date Location User Value Reason

Nov-04-2020 08:33:03
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 11

Medical History Term
:

Insomnia

Start Date: Sep/20/201
7

Ongoing: YES

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

1.k Line/MH Number:

Date Location User Value Reason

Nov-04-2020 08:33:03
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
11

Initial Entry

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

Date Location User Value Reason

Nov-04-2020 08:33:03
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Insomnia

Initial Entry

1.k Start Date:

Date Location User Value Reason

Nov-04-2020 08:33:03
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/20/2017

Initial Entry

1.k Ongoing:

Date Location User Value Reason

Nov-04-2020 08:33:03
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.l

Date Location User Value Reason

Nov-04-2020 08:33:20
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 12

Medical History Ter
m:

Actinic kerato
sis

Start Date: Sep/20/2017

Ongoing: YES

Initial Entry

09
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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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

1.l Line/MH Number:

Date Location User Value Reason

Nov-04-2020 08:33:20
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
12

Initial Entry

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

Date Location User Value Reason

Nov-04-2020 08:33:20
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Actinic keratosis

Initial Entry

1.l Start Date:

Date Location User Value Reason

Nov-04-2020 08:33:20
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/20/2017

Initial Entry

1.l Ongoing:

Date Location User Value Reason

Nov-04-2020 08:33:20
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.m

Date Location User Value Reason

Nov-04-2020 08:33:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 13

Medical History Term
:

Anxiety

Start Date: Dec/18/201
7

Ongoing: YES

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

1.m Line/MH Number:

Date Location User Value Reason

Nov-04-2020 08:33:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
13

Initial Entry

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

Date Location User Value Reason

Nov-04-2020 08:33:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Anxiety

Initial Entry

1.m Start Date:

Date Location User Value Reason

Nov-04-2020 08:33:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Dec/18/2017

Initial Entry

1.m Ongoing:

Date Location User Value Reason

Nov-04-2020 08:33:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.n

Date Location User Value Reason

Nov-04-2020 08:33:56
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

14

Medical History T
erm:

Lumbar radiculo
pathy

Start Date: May/11/2018

Ongoing: YES

Initial Entry
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Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

1.n Line/MH Number:

Date Location User Value Reason

Nov-04-2020 08:33:56
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
14

Initial Entry

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

Date Location User Value Reason

Nov-04-2020 08:33:56
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Lumbar radiculopathy

Initial Entry

1.n Start Date:

Date Location User Value Reason

Nov-04-2020 08:33:56
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
May/11/2018

Initial Entry

1.n Ongoing:

Date Location User Value Reason

Nov-04-2020 08:33:56
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.o

Date Location User Value Reason

Nov-04-2020 08:34:18
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

15

Medical History
Term:

Arthritis of bilater
al hips

Start Date: Feb/27/2019

Ongoing: YES

Initial Entry

09
01

77
e1

96
ad

2f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:0
8 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) 
(4), 

(b) (6)

(b) (4)

FDA-CBER-2021-5683-0839284



Page 484 of 720

***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: 12701057 Subject Initials: ---
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1.o Line/MH Number:

Date Location User Value Reason

Nov-04-2020 08:34:18
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
15

Initial Entry

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

Date Location User Value Reason

Nov-04-2020 08:34:18
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Arthritis of bilateral hips

Initial Entry

1.o Start Date:

Date Location User Value Reason

Nov-04-2020 08:34:18
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Feb/27/2019

Initial Entry

1.o Ongoing:

Date Location User Value Reason

Nov-04-2020 08:34:18
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.p

Date Location User Value Reason

Nov-04-2020 08:34:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

16

Medical History
Term:

Osteoarthritis of ri
ght knee

Start Date: Feb/27/2019

Ongoing: YES

Initial Entry
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Generated By: Generated Time (GMT): 29-Mar-2021 18:51

1.p Line/MH Number:

Date Location User Value Reason

Nov-04-2020 08:34:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
16

Initial Entry

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

Date Location User Value Reason

Nov-04-2020 08:34:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Osteoarthritis of right knee

Initial Entry

1.p Start Date:

Date Location User Value Reason

Nov-04-2020 08:34:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Feb/27/2019

Initial Entry

1.p Ongoing:

Date Location User Value Reason

Nov-04-2020 08:34:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.q

Date Location User Value Reason

Nov-04-2020 08:34:49
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

17

Medical History
Term:

Chronic pain syn
drome

Start Date: Mar/7/2019

Ongoing: YES

Initial Entry
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Header Text: c4591001

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

1.q Line/MH Number:

Date Location User Value Reason

Nov-04-2020 08:34:49
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
17

Initial Entry

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

Date Location User Value Reason

Nov-04-2020 08:34:49
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Chronic pain syndrome

Initial Entry

1.q Start Date:

Date Location User Value Reason

Nov-04-2020 08:34:49
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Mar/7/2019

Initial Entry

1.q Ongoing:

Date Location User Value Reason

Nov-04-2020 08:34:49
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.r

Date Location User Value Reason

Nov-04-2020 08:35:15
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 18

Medical History T
erm:

Allergy to Tram
adol

Start Date: May/30/2019

Ongoing: YES

Initial Entry
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***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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

1.r Line/MH Number:

Date Location User Value Reason

Nov-04-2020 08:35:15
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
18

Initial Entry

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

Date Location User Value Reason

Nov-04-2020 08:35:15
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Allergy to Tramadol

Initial Entry

1.r Start Date:

Date Location User Value Reason

Nov-04-2020 08:35:15
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
May/30/2019

Initial Entry

1.r Ongoing:

Date Location User Value Reason

Nov-04-2020 08:35:15
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

09
01
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Date:

Date Location User Value Reason

Sep-04-2020 10:32:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/3/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Sep-04-2020 10:32:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
91.5

Initial Entry

3. Unit:

Date Location User Value Reason

Sep-04-2020 10:32:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason

Sep-04-2020 10:32:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
177.8

Initial Entry

5. Unit:

Date Location User Value Reason

Sep-04-2020 10:32:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Sep-04-2020 10:32:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28.9

Initial Entry

7.a
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Date Location User Value Reason

Sep-04-2020 10:32:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Temperature: 97.3

Temperature Unit: F

Temperature Locati
on::

ORAL CAVI
TY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Sep-04-2020 10:32:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Sep-04-2020 10:32:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
97.3

Initial Entry

7.a Unit:

Date Location User Value Reason

Sep-04-2020 10:32:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
F

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Sep-04-2020 10:32:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Randomization Date :

Date Location User Value Reason

Sep-04-2020 10:33:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/3/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Sep-04-2020 10:33:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
251186

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-04-2020 10:33:39
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-04-2020 10:33:39
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-04-2020 10:33:45
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-04-2020 10:33:39
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Sep-04-2020 10:33:39
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Collection:

Sep/3/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-04-2020 10:33:45
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BP1FBV

Initial Entry

5.a Sample ID

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Sep-04-2020 10:33:45
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BP1FBV

Initial Entry

5.b

Date Location User Value Reason

Sep-04-2020 10:33:52
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BP1FBW

Initial Entry

5.b Sample ID

Date Location User Value Reason

Sep-04-2020 10:33:52
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BP1FBW

Initial Entry

5.c

Date Location User Value Reason

Sep-04-2020 10:33:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BP1FBX

Initial Entry

5.c Sample ID

Date Location User Value Reason

Sep-04-2020 10:33:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BP1FBX

Initial Entry

5.d

Date Location User Value Reason

Sep-04-2020 10:34:10
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BPJ33W

Initial Entry

5.d Sample ID

Date Location User Value Reason

Sep-04-2020 10:34:10
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BPJ33W

Initial Entry09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.e

Date Location User Value Reason

Sep-04-2020 10:34:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BPJ33X

Initial Entry

5.e Sample ID

Date Location User Value Reason

Sep-04-2020 10:34:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BPJ33X

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-04-2020 10:34:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-04-2020 10:34:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-04-2020 10:34:38
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-04-2020 10:34:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Sep-04-2020 10:34:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Collection:

Sep/3/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-04-2020 10:34:38
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BP1DWL

Initial Entry

5.a Sample ID

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Sep-04-2020 10:34:38
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BP1DWL

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-04-2020 10:34:57
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-04-2020 10:34:57
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-04-2020 10:34:57
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-04-2020 10:34:57
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/3/2020 11:00

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-04-2020 10:34:57
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-04-2020 10:34:57
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
LEFT

Initial Entry

7. Route:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Date Location User Value Reason

Sep-04-2020 10:34:57
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-04-2020 10:34:57
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OBSE
RVATION PERIOD

Initial Entry

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

Date Location User Value Reason

Sep-04-2020 10:34:57
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

09
01

77
e1

96
ad

2f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:0
8 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) (4)

FDA-CBER-2021-5683-0839298



Page 498 of 720

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Sep-04-2020 10:35:03
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO - REACTOGENICITY E-DIAR
Y NOT COLLECTED FOR THIS S
UBJECT

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-05-2020
23:04:57
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 3:
Closed

As per site
confirmation

Nov-05-2020
15:14:15
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 3:
Answered

Visit was out of
window due to
Covid quarantine
(quarantined for
Covid-like
symptoms) and being
unreachable by
telephone.

Nov-04-2020
12:12:19
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD Query 3:
Opened

PDQ: Date of visit at
V2_VAX2_L is out
of window for 37
days from
V1_DAY1_VAX1_L
Dose Date. Please
verify and update.
Else, confirm in
query response
appropriately.

Nov-04-2020
03:13:30
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 2:
Closed

confirmed by email
V2 and COVID_A1
occurred same date
and OK

Nov-04-2020
02:23:41
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 2:
Opened

DMW5273996;The
Date of Visit at Visit
V2_VAX2_L is the
same as the other
Date of Visit at Visit
COVID_A1. Please
review for
duplication and
update as
appropriate.
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Nov-03-2020
10:04:00
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entr
y:
Nov/2/202
0

Initial Entry

Nov-03-2020
10:03:48
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entr
y:

Initial Entry

Nov-03-2020
10:03:25
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entr
y:
Not Done

Initial Entry

Sep-30-2020
00:34:44
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Closed

Response satisfies
query

Sep-29-2020
10:34:44
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Answered

V2 has not taken
place - there is an
SAE for this subject

Sep-29-2020
07:46:58
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Opened

DM: Kindly review
and complete ‘Date
of Visit, Nasal Swab,
Vaccination, Vital
Signs' forms at this
visit. Thank you.
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Date:

Date Location User Value Reason

Nov-03-2020 10:05:01
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Nov/2/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-03-2020 10:05:01
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Temperature: 98.0

Temperature Unit: F

Temperature Locati
on::

ORAL CAVI
TY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-03-2020 10:05:01
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Nov-03-2020 10:05:01
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
98.0

Initial Entry

2.a Unit:

Date Location User Value Reason

Nov-03-2020 10:05:01
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
F

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Nov-03-2020 10:05:01 ACV0PFEINFP6000  Data Entry: Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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

ORAL CAVITY
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-03-2020 10:05:22
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-03-2020 10:05:22
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-03-2020 10:05:46
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Nov-03-2020 10:05:22
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Nov-03-2020 10:05:22
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Collection:

Nov/2/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-05-2020 16:39:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BP1F3S

Changed Information

Nov-03-2020 10:05:46
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BP1F3R

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.a Sample ID

Date Location User Value Reason

Nov-05-2020 16:39:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BP1F3S

Changed Information

Nov-03-2020 10:05:46
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BP1F3R

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Nov-03-2020 10:06:18
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of First Delay:

Sep/24/2020

Reason(s) for Temporary Delay of
Vaccination

FEVER OR ACUTE ILLNESS

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Nov-07-2020 04:49:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-06-2020 11:13:42
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

Nov-06-2020 11:13:32
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered DATA CHANGED
TO SATISFY
QUERY

Nov-06-2020 08:34:13
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: Please enter
item level comment
of Not Done

6. Body Side:

Date Location User Value Reason

Nov-07-2020 04:48:40
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-06-2020 11:14:02
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

Nov-06-2020 11:13:54
(UTC-08:00) Pacific

ACV0PFEINFP6000  Query 1: Answered DATA CHANGED
TO SATISFY
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Time (US & Canada) QUERY

Nov-06-2020 08:34:27
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: Please enter
item level comment
of Not Done

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

Date Location User Value Reason

Nov-07-2020 04:48:51
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-06-2020 11:14:24
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

Nov-06-2020 11:14:15
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered DATA CHANGED
TO SATISFY
QUERY

Nov-06-2020 08:34:32
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: Please enter
item level comment
of Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-30-2020 00:52:51
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Closed Self swab collected

Sep-29-2020 14:00:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered This query has been
asked and answered -
SUBJECT
REFUSED TO DO A
SELF SWAB

Sep-29-2020 12:46:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened Please verify why
both Nasal Self and
Nasal Swab dates are
missing?

Sep-29-2020 10:26:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered NO DATA TO
ENTER - NO SWAB
DONE

Sep-29-2020 07:26:26
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened DM: 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. Thank
you.

Sep-28-2020 11:08:01
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered DATA UPDATED
TO SATISFY
QUERY

Sep-27-2020 01:34:15
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened RQ-1: As per the
response, If Nasal
Swab Self is not
done, please update
that form with Not
done information.
Also please update
Nasal Swab form
other than Nasal
Swab Self form09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Sep-25-2020 15:11:08
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered SUBJECT
REFUSING TO DO
A SELF SWAB AT
THIS TIME

Sep-25-2020 00:34:44
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: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.

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query

Sep-24-2020 14:41:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate Date of Visit is
completed but Date
of Assessment in the
Signs and Symptoms
form is missing.
Please review and
update as
appropriate.

Sep-24-2020 14:41:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Date of Visit is
completed but Date
of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Sep-24-2020 14:41:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie Chao Data Entry:
Sep/24/2020

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Sep-24-2020 14:41:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_A

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Sep/24/2020

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Sep/4/2020

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Nov-05-2020 05:39:25
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-04-2020 15:25:49
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Nov-04-2020 15:25:49
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Date of Last Symptom Resolve
d:

Oct/8/2020

New Information

Nov-04-2020 09:30:10
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened CLINQUERY: Please
clarify whether the
reported symptoms
are still ongoing? If
symptoms have
ended, please update
‘Symptoms Ongoing’
on to ‘NO’ and add
Date of Last
Symptom Resolved
on the CRF.

Nov-04-2020 08:36:02 ACV0PFEINFP6000  Query 1: Answered DUPLICATE
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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

QUERY

Nov-04-2020 08:35:13
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened CLINQUERY: Please
clarify whether the
reported symptoms
are still ongoing? If
symptoms have
ended, please update
‘Symptoms Ongoing’
on to ‘NO’ and add
Date of Last
Symptom Resolved
on the CRF.

Nov-04-2020 08:10:29
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Candidate CLINQUERY: Please
clarify whether the
reported symptoms
are still ongoing? If
symptoms have
ended, please update
‘Symptoms Ongoing’
on to ‘NO’ and add
Date of Last
Symptom Resolved
on the CRF.

Sep-24-2020 14:43:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Charlie Chao Data Entry:
YES

Initial Entry

4.a

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Symptoms: FEVER

Symptom Present: NO

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
FEVER

Initial Entry

4.a Was symptom present?

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
NO

Initial Entry

4.b

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Symptoms: NEW OR INCREASE

D COUGH

Symptom Pr
esent:

YES

Initial Entry

4.b Symptoms:

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
NEW OR INCREASED COUGH

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
YES

Initial Entry

4.c

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Symptom
s:

NEW OR INCREASED S
HORTNESS OF BREAT
H

Symptom
Present:

YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

4.c Symptoms:

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
NEW OR INCREASED SHORTNES
S OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
YES

Initial Entry

4.d

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Symptoms: CHILLS

Symptom Present: NO

Initial Entry

4.d Symptoms:

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
NO

Initial Entry

4.e

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Symptoms: NEW OR INCREASED

MUSCLE PAIN

Symptom
Present:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

4.e Symptoms:

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
NEW OR INCREASED MUSCLE P
AIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Symptoms: NEW LOSS OF TAST

E OR SMELL

Symptom P
resent:

NO

Initial Entry

4.f Symptoms:

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
NEW LOSS OF TASTE OR SMELL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
NO

Initial Entry

4.g

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Symptoms: NEW OR INCREASED

SORE THROAT

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Symptom
Present:

NO

4.g Symptoms:

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
NEW OR INCREASED SORE THR
OAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
NO

Initial Entry

4.h

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Symptoms: DIARRHEA

Symptom Present: NO

Initial Entry

4.h Symptoms:

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
NO

Initial Entry

4.i

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Symptoms: VOMITING

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Symptom Present: NO

4.i Symptoms:

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Sep-24-2020 14:43:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
NO

Initial Entry

5.a

Date Location User Value Reason

Sep-24-2020 14:44:11
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Symptoms - Othe
r:

Tightening of che
st

Initial Entry

5.a Symptoms - Other Text:

Date Location User Value Reason

Sep-24-2020 14:44:11
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Tightening of chest

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Date Location User Value Reason

Sep-29-2020 17:36:09
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Date Location User Value Reason

Oct-14-2020 11:28:44
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Sep-29-2020 17:36:09
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/24/2020

Initial Entry

Sep-29-2020 17:34:00
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:46:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Done

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Sep-29-2020 17:36:09
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
SWABBED MATERIAL

Initial Entry

Sep-29-2020 17:34:00
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:46:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Done

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Sep-29-2020 17:36:09
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NASOPHARYNX

Initial Entry

Sep-29-2020 17:34:00
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:46:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Done

Initial Entry

4. Assay Code and Description:
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Date Location User Value Reason

Sep-29-2020 17:36:09
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SEVERE ACUTE RESP SYNDRO
ME CORONAVIRUS 2

Initial Entry

Sep-29-2020 17:34:00
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:46:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Done

Initial Entry

5. Device Type:

Date Location User Value Reason

Sep-29-2020 17:36:09
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SARS-COV-2 DIAGNOSTIC TEST

Initial Entry

Sep-29-2020 17:34:00
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:46:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Done

Initial Entry

6. Trade Name:

Date Location User Value Reason

Oct-30-2020 14:45:18
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Oct-29-2020 18:30:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered DATA UPDATED
PER PFIZERS
DIRECTION

Oct-28-2020 05:48:42
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh

Query 1: Reissued:Opened Clin: Since the test
was conducted in a
CLIA- certified
laboratory please
enter the text ‘CLIA-
certified lab (ie SARS
COV-2 test
CLIA-certified lab)
instead of 'SARS-
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Page 520 of 720

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

COV-2,
QUALITATIVE,
NAA (COVID-19)'

Oct-16-2020 13:36:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered SEE COMMENTS

Oct-15-2020 15:36:15
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh

Query 1: Opened Clin: please indicate
whether the test was
conducted in a CLIA-
certified lab OR by a
lab accredited by the
ISO 15189 standard,
by including
respectively the text
"SARS COV-2 test
CLIA-certified lab"
OR "SARS COV-2
test ISO 15189
accredited lab"

Sep-29-2020 17:36:09
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
OTHER

Initial Entry

Sep-29-2020 17:34:00
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:46:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie Chao Data Entry:
Not Done

Initial Entry

7. Test Result:

Date Location User Value Reason

Sep-29-2020 17:36:09
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NEGATIVE

Initial Entry

Sep-29-2020 17:34:00
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:46:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Done

Initial Entry

8. Comments/Findings/Details:
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Date Location User Value Reason

Sep-29-2020 17:36:09
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
SARS-COV-2, Qualitative, NAA (C
ovid-19)

Initial Entry

Sep-29-2020 17:34:00
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:46:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Done

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason

Oct-29-2020 18:30:01
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
SARS COV-2 TEST CLIA CERTI
FIED LAB

DATA UPDATED
PER PFIZERS
DIRECTION

Oct-23-2020 03:32:45
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Closed Adding issue to
tracker.

Oct-21-2020 15:29:22
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered DATA IN
COMMENT WILL
NOT FIT IN DATA
POINT

Oct-21-2020 10:40:32
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened Thanks for the
response. However,
still "Kaiser Labs" in
the specified field is
not updated kindly
update lab name as
appropriate .

Oct-06-2020 07:57:15
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Candidate DM: Trade name not
present in FDA
Approved list.

Oct-05-2020 09:57:44
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered DATA UPDATED
TO SATISFY
QUERY

Oct-03-2020 05:52:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened DM 2:Thanks for the
response. However,
still "Kaiser Labs" in
the specified field is
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

not updated kindly
update lab name as
appropriate .

Oct-01-2020 13:16:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered DONE - Query is not
tagged to the correct
data point

Oct-01-2020 05:30:44
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened DM1: Please mention
"Kaiser Labs" in the
specified field, Thank
you.

Sep-30-2020 08:53:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered Please clarify query -
All Kaiser labs have
there CLIA
certification on file
with Pfizer

Sep-30-2020 08:11:23
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM : Please indicate
whether the test was
conducted in a CLIA-
certified laboratory
by including the text
‘CLIA-certified lab’
in the required field.

Sep-29-2020 17:36:09
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Coronavir Pan 2019-NCOV, NAA,
QL

Initial Entry

Sep-29-2020 17:34:00
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:46:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie Chao Data Entry:
Not Done

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Oct-14-2020 11:28:44
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/28/2020

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Oct-14-2020 11:28:44
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
SWABBED MATERIAL

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Oct-14-2020 11:28:44
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NASOPHARYNX

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason

Oct-14-2020 11:28:44
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SEVERE ACUTE RESP SYNDROM
E CORONAVIRUS 2

Initial Entry

5. Device Type:

Date Location User Value Reason

Oct-14-2020 11:28:44
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SARS-COV-2 DIAGNOSTIC TEST

Initial Entry

6. Trade Name:

Date Location User Value Reason

Oct-30-2020 14:45:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Oct-30-2020 14:44:01
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered DATA CHANGED
TO SATISFY
QUERY

Oct-28-2020 05:48:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh

Query 1: Reissued:Opened Clin: Since the test
was conducted in a
CLIA- certified
laboratory please
enter the text ‘CLIA-
certified lab (ie SARS
COV-2 test
CLIA-certified lab)
instead of 'SARS-
COV-2,
QUALITATIVE,
NAA (COVID-19)'

Oct-16-2020 13:36:16
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered SEE COMMENTS

Oct-15-2020 15:35:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh

Query 1: Opened Clin: please indicate
whether the test was
conducted in a CLIA-
certified lab OR by a
lab accredited by the
ISO 15189 standard,
by including
respectively the text
"SARS COV-2 test
CLIA-certified lab"
OR "SARS COV-2
test ISO 15189
accredited lab"

Oct-14-2020 11:28:44
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
OTHER

Initial Entry

7. Test Result:

Date Location User Value Reason

Oct-14-2020 11:28:44
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NEGATIVE

Initial Entry

8. Comments/Findings/Details:

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Oct-14-2020 11:28:44
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DETECTED

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason

Oct-30-2020
14:43:44
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
SARS-COV-2
test CLIA Cer
tified Lab

DATA
CHANGED TO
SATISFY
QUERY

Oct-16-2020
07:09:19
(UTC 08 00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Clos
ed

Clinical Query
raised for the
same

Oct-15-2020
10:01:50
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Ans
wered

SEE
COMMENTS

Oct-15-2020
07:27:01
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD Query 1: Ope
ned

sars-cov-2,
qualitative, naa
(covid-19) is not
indicated on the
FDA-cleared
(including
Emergency Use
Authorization)
diagnostic list
and is not
indicated as
'CLIA-certified
lab' or 'ISO
15189
accredited lab' .
Please verify
and update as
appropriate.
Otherwise,
please provide
clarification.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Oct-14-2020
11:28:44
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
SARS-COV-2
, QUALITATI
VE, NAA (C
OVID-19)

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-29-2020 17:33:16
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

Sep-29-2020 17:33:00
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-28-2020 11:07:28
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-29-2020 17:33:16
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

Sep-29-2020 17:33:00
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-28-2020 11:07:28
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-06-2020 21:56:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Rupal N
Shah

Query 1: Closed Response satisfies
query

Sep-29-2020 17:33:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query

Sep-29-2020 17:33:16
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Sep-29-2020 17:33:16
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Collection:

Sep/29/2020

Initial Entry

Sep-29-2020 17:33:00
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-29-2020 10:27:45
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered DATA NOT
COLLECTED

Sep-29-2020 00:55:04
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Rupal N
Shah

Query 1: Opened CLIQUERY: this is a
required CRF, please
complete as
appropriate.

Sep-28-2020 11:07:28
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  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

Sep-29-2020 17:33:00
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-28-2020 11:07:28
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.a

Date Location User Value Reason

Sep-29-2020 17:33:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: CV27275

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-29-2020 17:33:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
CV27275

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-04-2020 08:27:30
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

Nov-04-2020 08:27:11
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-28-2020 12:51:45
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-04-2020 08:27:30
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

Nov-04-2020 08:27:11
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-28-2020 12:51:45
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-04-2020
14:40:50
(UTC-08:00)
Pacific Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 2:
Closed

Auto closed by
Validation Check:
VC_BEETRK001_07

Nov-04-2020
08:27:30
(UTC-08:00)
Pacific Time
(US &

ACV0PFEINFP6000  auto query
(autoquery)

Query 2:
Answered

Initial Entry
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Canada)

Nov-04-2020
08:27:30
(UTC-08:00)
Pacific Time
(US &
Canada)

ACV0PFEINFP6000  Data Ent
ry:
NO

Initial Entry

Nov-04-2020
08:27:11
(UTC-08:00)
Pacific Time
(US &
Canada)

ACV0PFEINFP6000  Data Ent
ry:

Initial Entry

Nov-04-2020
00:05:56
(UTC-08:00)
Pacific Time
(US &
Canada)

ACV0PFEINFP6000  Query 2:
Opened

DM1: If only
self-swab type is
taken, nasal swab form
that is not used should
have “Sample
Collected” as NO and
the reason
documented.' Kindly
review and update.

Nov-03-2020
07:13:43
(UTC-08:00)
Pacific Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 2:
Candidate

DMW5244346;Sample
Collected is not
expected to be Not
Done. Please review
and update
appropriately or clarify

Oct-06-2020
21:56:58
(UTC-08:00)
Pacific Time
(US &
Canada)

ACV0PFEINFP6000  Rupal N Shah Query 1:
Closed

Response satisfies
query

Sep-29-2020
10:27:32
(UTC-08:00)
Pacific Time
(US &
Canada)

ACV0PFEINFP6000  Query 1:
Answered

DATA NOT
COLLECTED

Sep-29-2020
00:55:28
(UTC-08:00)

ACV0PFEINFP6000  Rupal N Shah Query 1:
Opened

CLIQUERY: Per CCG,
this is a required CRF,
please complete as
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Sep/24/2020
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Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Pacific Time
(US &
Canada)

appropriate.

Sep-28-2020
12:51:45
(UTC-08:00)
Pacific Time
(US &
Canada)

ACV0PFEINFP6000  Data Ent
ry:
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

Nov-04-2020 08:27:30
(UTC 08 00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
SEE SELF SWAB

Initial Entry

Nov-04-2020 08:27:11
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-28-2020 12:51:45
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: HEALTH CARE UTILIZATION - 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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1.a

Date Location User Value Reason

Sep-29-2020 17:42:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitioner: Not Appli

cable

Occurrence of Visits or
Contacts:

NO

Initial Entry

Sep-29-2020 17:41:43
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitioner: Not Appli

cable

Occurrence of Visits or
Contacts:

Initial Entry

Sep-24-2020 14:47:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Type of Practitioner: Not Appli

cable

Occurrence of Visits or
Contacts:

Not Appli
cable

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Sep-24-2020 14:47:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Sep-29-2020 17:42:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

Sep-29-2020 17:41:43
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:47:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: HEALTH CARE UTILIZATION - 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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

1.b

Date Location User Value Reason

Sep-29-2020 17:42:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitio
ner:

Not Applicable

Occurrence of Vi
sits or Contacts:

YES
Number of Visit
s or Contacts:

2

Initial Entry

Sep-29-2020 17:41:43
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitioner: Not Appli

cable

Occurrence of Visits or
Contacts:

Initial Entry

Sep-24-2020 14:47:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Type of Practitioner: Not Appli

cable

Occurrence of Visits or
Contacts:

Not Appli
cable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: HEALTH CARE UTILIZATION - 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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Sep-24-2020 14:47:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Sep-29-2020 17:42:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Number of Visits or Contacts:

2

Initial Entry

Sep-29-2020 17:41:43
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:47:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

1.c

Date Location User Value Reason

Sep-29-2020 17:42:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitioner: Not Appli

cable

Occurrence of Visits or
Contacts:

NO

Initial Entry

Sep-29-2020 17:41:43
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitioner: Not Appli

cable

Occurrence of Visits or
Contacts:

Initial Entry

Sep-24-2020 14:47:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Type of Practitioner: Not Appli

cable

Occurrence of Visits or
Contacts:

Not Appli
cable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: HEALTH CARE UTILIZATION - 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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Sep-24-2020 14:47:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Sep-29-2020 17:42:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

Sep-29-2020 17:41:43
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:47:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

1.d

Date Location User Value Reason

Sep-29-2020 17:42:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitioner: Not Appli

cable

Occurrence of Visits or
Contacts:

NO

Initial Entry

Sep-29-2020 17:41:43
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitioner: Not Appli

cable

Occurrence of Visits or
Contacts:

Initial Entry

Sep-24-2020 14:47:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Type of Practitioner: Not Appli

cable

Occurrence of Visits or
Contacts:

Not Appli
cable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: HEALTH CARE UTILIZATION - 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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Sep-24-2020 14:47:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Sep-29-2020 17:42:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

Sep-29-2020 17:41:43
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:47:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

1.e

Date Location User Value Reason

Sep-29-2020 17:42:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitio
ner:

Not Applicable

Occurrence of Vi
sits or Contacts:

YES
Number of Visit
s or Contacts:

6

Initial Entry

Sep-29-2020 17:41:43
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitioner: Not Appli

cable

Occurrence of Visits or
Contacts:

Initial Entry

Sep-24-2020 14:47:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Type of Practitioner: Not Appli

cable

Occurrence of Visits or
Contacts:

Not Appli
cable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: HEALTH CARE UTILIZATION - 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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Sep-24-2020 14:47:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Sep-29-2020 17:42:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Number of Visits or Contacts:

6

Initial Entry

Sep-29-2020 17:41:43
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:47:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

1.f

Date Location User Value Reason

Sep-29-2020 17:42:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitioner: Not Appli

cable

Occurrence of Visits or
Contacts:

NO

Initial Entry

Sep-29-2020 17:41:43
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitioner: Not Appli

cable

Occurrence of Visits or
Contacts:

Initial Entry

Sep-24-2020 14:47:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Type of Practitioner: Not Appli

cable

Occurrence of Visits or
Contacts:

Not Appli
cable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: HEALTH CARE UTILIZATION - 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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Sep-24-2020 14:47:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Sep-29-2020 17:42:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

Sep-29-2020 17:41:43
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:47:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

2. Other Type of Practitioner Specify:

Date Location User Value Reason

Sep-29-2020 17:41:43
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:47:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  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

Oct-06-2020 21:56:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Rupal N
Shah

Query 1: Closed Response satisfies
query

Sep-29-2020 17:42:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

Sep-29-2020 17:41:43
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: HEALTH CARE UTILIZATION - 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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Sep-29-2020 10:27:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered DATA NOT
COLLECTED - NA

Sep-29-2020 00:56:00
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Rupal N
Shah

Query 1: Opened CLIQUERY: Per
CCG, this is a
required CRF, please
complete as required.

Sep-24-2020 14:47:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. What is the treatment Identifier?

Date Location User Value Reason

Sep-24-2020 14:48:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

2. Concomitant Non-drug Treatment Pre-specified:

Date Location User Value Reason

Sep-24-2020 14:48:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

3. Treatment:

Date Location User Value Reason

Sep-24-2020 14:48:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

4. Treatment:

Date Location User Value Reason

Sep-24-2020 14:48:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5. Start Date:

Date Location User Value Reason

Sep-24-2020 14:48:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

6. Ongoing?

Date Location User Value Reason

Sep-24-2020 14:48:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: ILLNESS DETAILS - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Sep-29-2020 17:37:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-19 ILLNESS

Initial Entry

Sep-29-2020 17:36:55
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:49:38
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

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

Date Location User Value Reason

Oct-23-2020 20:56:03
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Rupal N
Shah

Query 1: Closed Response satisfies
query

Oct-23-2020 14:55:16
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Oct-23-2020 14:55:16
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Respiratory Illness Diagnosis:

Pulmonary Embolism

Date of Diagnosis:

Sep/25/2020

Transcription Error

Oct-23-2020 01:33:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Opened CLIQUERY: Please
provide diagnosis for
the illness if
available.

Oct-22-2020 21:28:43
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Rupal N
Shah

Query 1: Candidate CLIQUERY: Please
provide diagnosis for
the illness if
available.09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: ILLNESS DETAILS - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Sep-29-2020 17:37:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

Sep-29-2020 17:36:55
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:49:38
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason

Oct-01-2020 03:50:51
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Sep-30-2020 13:34:52
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Initial Entry

Sep-30-2020 13:34:52
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
4

Initial Entry

Sep-30-2020 07:10:56
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: The response
for "Toxicity Grade"
is missing. Kindly
review and update.

Sep-29-2020 17:36:55
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:49:38
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie Chao Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Sep-29-2020 17:39:46
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

Sep-29-2020 17:39:16
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:50:19
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

2. Subcategory of Clinical Event:

Date Location User Value Reason

Sep-29-2020 17:39:46
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

Sep-29-2020 17:39:16
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:50:19
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

3. Was a diagnosis obtained?

Date Location User Value Reason

Sep-29-2020 17:39:46
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

Sep-29-2020 17:39:16
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:50:19
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

4. Toxicity Grade:

Date Location User Value Reason

Sep-29-2020 17:39:46
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

Sep-29-2020 17:39:16
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:50:19
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - Audit
Trail

Form Version: 21-Aug-2020 02:49 Form Status:

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Date Location User Value Reason

Sep-29-2020 17:44:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-29-2020 17:44:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMISTRY

Initial Entry

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Oct-01-2020 13:17:06
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Kaiser Lab test Roseville Riverside

DATA UPDATED
TO SATISFY
QUERY

Sep-29-2020 17:44:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Lab test Roseville Riverside

Initial Entry

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-29-2020 17:44:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/24/2020

Initial Entry

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

(US & Canada)

4. Specimen Type:

Date Location User Value Reason

Sep-29-2020 17:44:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.a

Date Location User Value Reason

Sep-29-2020 17:44:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Iden
tifier:

329

Test:: Not Applica
ble

Result::

Not Done:: NOT DON
E

Lab Normal Range:

Initial Entry

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Iden
tifier:

Test:: Not Applica
ble

Result::

Not Done::

Lab Normal Range:

Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Sponsor-Defined Iden
tifier:

Not Applica
ble

Test:: Not Applica
ble

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

5.a Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:44:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
329

Initial Entry

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.a Test:

Date Location User Value Reason

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.a Result:

Date Location User Value Reason

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.a Not Done:

Date Location User Value Reason

Sep-29-2020 17:44:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.a LNMT

Date Location User Value Reason

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.b

Date Location User Value Reason

Sep-29-2020 17:44:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Iden
tifier:

30

Test:: Not Applica
ble

Result::

Not Done:: NOT DON
E

Lab Normal Range:

Initial Entry

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Iden
tifier:

Test:: Not Applica
ble

Result::

Not Done::

Lab Normal Range:

Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Sponsor-Defined Iden
tifier:

Not Applica
ble

Test:: Not Applica
ble

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

09
01

77
e1

96
ad

2f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:0
8 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0839351



Page 551 of 720

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.b Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:44:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30

Initial Entry

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.b Test:

Date Location User Value Reason

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.b Result:

Date Location User Value Reason

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.b Not Done:

Date Location User Value Reason

Sep-29-2020 17:44:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.b LNMT

Date Location User Value Reason

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.c

Date Location User Value Reason

Sep-29-2020 17:44:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Iden
tifier:

28

Test:: Not Applica
ble

Result::

Not Done:: NOT DON
E

Lab Normal Range:

Initial Entry

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Iden
tifier:

Test:: Not Applica
ble

Result::

Not Done::

Lab Normal Range:

Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Sponsor-Defined Iden
tifier:

Not Applica
ble

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.c Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:44:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28

Initial Entry

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.c Test:

Date Location User Value Reason

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.c Result:

Date Location User Value Reason

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.c Not Done:

Date Location User Value Reason

Sep-29-2020 17:44:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.c LNMT

Date Location User Value Reason

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.d

Date Location User Value Reason

Sep-29-2020 17:44:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Iden
tifier:

35

Test:: Not Applica
ble

Result::

Not Done:: NOT DON
E

Lab Normal Range:

Initial Entry

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Iden
tifier:

Test:: Not Applica
ble

Result::

Not Done::

Lab Normal Range:

Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Sponsor-Defined Iden
tifier:

Not Applica
ble

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.d Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:44:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
35

Initial Entry

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.d Test:

Date Location User Value Reason

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.d Result:

Date Location User Value Reason

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

5.d Result:

Date Location User Value Reason

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.d Not Done:

Date Location User Value Reason

Sep-29-2020 17:44:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.d LNMT

Date Location User Value Reason

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.e

Date Location User Value Reason

Sep-29-2020 17:44:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Iden
tifier:

21

Test:: Not Applica
ble

Result::

Not Done:: NOT DON
E

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Lab Normal Range:

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Iden
tifier:

Test:: Not Applica
ble

Result::

Not Done::

Lab Normal Range:

Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Sponsor-Defined Iden
tifier:

Not Applica
ble

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.e Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:44:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
21

Initial Entry

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.e Test:

Date Location User Value Reason

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.e Result:

Date Location User Value Reason

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.e Not Done:

Date Location User Value Reason

Sep-29-2020 17:44:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.e LNMT

Date Location User Value Reason

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.f

Date Location User Value Reason

Sep-29-2020 17:44:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Iden
tifier:

47

Test:: Not Applica
ble

Result::

Not Done:: NOT DON
E

Lab Normal Range:

Initial Entry

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Iden
tifier:

Test:: Not Applica
ble

Result::

Not Done::

Lab Normal Range:

Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Sponsor-Defined Iden
tifier:

Not Applica
ble

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.f Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:44:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
47

Initial Entry

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.f Test:

Date Location User Value Reason

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.f Result:

Date Location User Value Reason

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.f Not Done:

Date Location User Value Reason

Sep-29-2020 17:44:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.f LNMT

Date Location User Value Reason

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.g

Date Location User Value Reason

Oct-15-2020 10:03:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Ide
ntifier:

48

Test:: Not Applica
ble

Result:: 1.06

Not Done::

Lab Normal Range: Low
0

High
1.34

Unit
mg/dL

Changed Information

Oct-06-2020 08:56:42
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Ide
ntifier:

48

Test:: Not Applica
ble

Result:: 1.08

Not Done::

Lab Normal Range: Low
1.34

High
NA

Unit
mg/dL

Transcription Error
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Sep-29-2020 17:44:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

48

Test:: Not Applica
ble

Result:: 1.08

Not Done::

Lab Normal Range: Low
<=1.34

High
NA

Unit
mg/dL

Initial Entry

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Ide
ntifier:

Test:: Not Applica
ble

Result::

Not Done::

Lab Normal Range:

Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Sponsor-Defined Ide
ntifier:

Not Applica
ble

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.g Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:44:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
48

Initial Entry

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.g Test:

Date Location User Value Reason

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.g Result:

Date Location User Value Reason

Oct-15-2020 10:03:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
1.06

Changed Information

Sep-29-2020 17:44:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
1.08

Initial Entry

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.g Not Done:

Date Location User Value Reason

Sep-29-2020 17:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Sep-24-2020 14:51:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.g LNMT

Date Location User Value Reason

Oct-16-2020 08:24:29
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 2: Closed Response satisfies
query
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

5.g LNMT

Date Location User Value Reason

Oct-15-2020
10:03:54
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Ans
wered

Changed
Information

Oct-15-2020
10:03:54
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
1.34

Unit
mg/dL

Changed
Information

Oct-15-2020
00:48:36
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 2: Reis
sued:Opened

DM :Lab
Normal Range
(LNMT) "High"
is not valid and
should be a
numeric value.
Please review
and update as
necessary based
on the
Reference
Range provided
in the Lab
Records

Oct-14-2020
09:50:44
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 2: Ans
wered

DUPLICATE
QUERY

Oct-14-2020
01:03:22
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD Query 2: Ope
ned

Lab Normal
Range (LNMT)
High is not
valid and should
be a numeric
value. Please
review and
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

update as
necessary based
on the
Reference
Range provided
in the Lab
Records

Oct-09-2020
02:48:50
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Clo
sed

Response
satisfies query

Oct-06-2020
08:56:42
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Ans
wered

Transcription
Error

Oct-06-2020
08:56:42
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

1.34

High
NA

Unit
mg/dL

Transcription
Error

Oct-06-2020
08:28:40
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD Query 1: Ope
ned

Lab Normal
Range (LNMT)
Low is not valid
and should be a
numeric value.
Please review
and update as
necessary based
on the
Reference
Range provided
in the Lab
Records (please
ensure no
commas or
ranges).09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Sep-29-2020
17:44:33
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

<=1.34

High
NA

Unit
mg/dL

Initial Entry

Sep-29-2020
17:43:12
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020
14:51:17
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie Chao Data Entry:
Not Applicab
le

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - Audit
Trail

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMISTRY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Oct-05-2020 09:57:01
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
KAISER Lab Test Roseville Riversi
de

DATA UPDATED
TO SATISFY
QUERY

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Lab Test Roseville Riverside

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/25/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

329

Test:: C Reactive Protei
n_PX329

Result::

Not Done:: NOT DONE

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Lab Normal Ran
ge:

5.a Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
329

Initial Entry

5.a Test:

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
C Reactive Protein_PX329

Initial Entry

5.a Not Done:

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.b

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

30

Test:: Alanine Aminotran
sferase_PX30

Result::

Not Done:: NOT DONE

Lab Normal Ra
nge:

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.b Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30

Initial Entry

5.b Test:

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Alanine Aminotransferase_PX30

Initial Entry

5.b Not Done:

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.c

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

28

Test:: Aspartate Aminotra
nsferase_PX28

Result::

Not Done:: NOT DONE

Lab Normal Ra
nge:

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.c Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28

Initial Entry

5.c Test:

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Aspartate Aminotransferase_PX28

Initial Entry

5.c Not Done:

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.d

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

35

Test:: Alkaline Phospha
tase_PX35

Result::

Not Done:: NOT DONE

Lab Normal Ran
ge:

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.d Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
35

Initial Entry

5.d Test:

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Alkaline Phosphatase_PX35

Initial Entry

5.d Not Done:

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.e

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Iden
tifier:

21

Test:: Bilirubin_P
X21

Result::

Not Done:: NOT DONE

Lab Normal Range:

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.e Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
21

Initial Entry

5.e Test:

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Bilirubin_PX21

Initial Entry

5.e Not Done:

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.f

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

47

Test:: Blood Urea Nitro
gen_PX47

Result::

Not Done:: NOT DONE

Lab Normal Ran
ge:

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.f Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
47

Initial Entry

5.f Test:

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Blood Urea Nitrogen_PX47

Initial Entry

5.f Not Done:

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.g

Date Location User Value Reason

Oct-14-2020 14:17:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Ide
ntifier:

48

Test:: Creatinine_P
X48

Result:: 1.06

Not Done::

Lab Normal Range: Low
0

High
1.34

Unit
mg/dL

Changed Information

Oct-06-2020 08:56:13
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Ide
ntifier:

48

Test:: Creatinine_P
X48

Transcription Error
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Result:: 1.06

Not Done::

Lab Normal Range: Low
1.34

High
NA

Unit
mg/dL

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

48

Test:: Creatinine_P
X48

Result:: 1.06

Not Done::

Lab Normal Range: Low
<=1.34

High
NA

Unit
mg/dL

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.g Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
48

Initial Entry

5.g Test:

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Creatinine_PX48

Initial Entry

5.g Result:

Date Location User Value Reason

Sep-29-2020 17:45:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
1.06

Initial Entry

5.g LNMT

Date Location User Value Reason

Oct-15-2020
00:47:01
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 2: Clos
ed

Response
satisfies query

Oct-14-2020
14:17:54
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Ans
wered

Changed
Information

Oct-14-2020
14:17:54
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
1.34

Unit
mg/dL

Changed
Information
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Oct-14-2020
01:02:16
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD Query 2: Ope
ned

Lab Normal
Range (LNMT)
High is not
valid and should
be a numeric
value. Please
review and
update as
necessary based
on the
Reference
Range provided
in the Lab
Records

Oct-09-2020
02:48:00
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Clos
ed

Response
satisfies query

Oct-06-2020
08:56:13
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Ans
wered

Transcription
Error

Oct-06-2020
08:56:13
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

1.34

High
NA

Unit
mg/dL

Transcription
Error

Oct-06-2020
08:29:48
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD Query 1: Ope
ned

Lab Normal
Range (LNMT)
Low is not valid
and should be a
numeric value.
Please review
and update as
necessary based
on the
Reference
Range provided
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

in the Lab
Records (please
ensure no
commas or
ranges).

Sep-29-2020
17:45:40
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

<=1.34

High
NA

Unit
mg/dL

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - Audit
Trail

Form Version: 21-Aug-2020 02:51 Form Status:

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HEMATOLOGY

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Oct-01-2020 13:17:38
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Kaiser Lab Test Roseville Riverside

DATA UPDATED
TO SATISFY
QUERY

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Lab Test Roseville Riverside

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/24/2020

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

(US & Canada)

4. Specimen Type:

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.a

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Iden
tifier:

1

Test:: Not Applica
ble

Result:: 12.3

Not Done::

Lab Normal Range: Low
13.0

High
17.0

Unit
g/dL

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Iden
tifier:

Test:: Not Applica
ble

Result::

Not Done::

Lab Normal Range:

Initial Entry

Sep-24-2020 14:51:58 ACV0PFEINFP6000  Charlie Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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

Chao Sponsor-Defined Iden
tifier:

Not Applica
ble

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

5.a Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.a Test:

Date Location User Value Reason

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.a Result:

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
12.3

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.a Not Done:

Date Location User Value Reason

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.a LNMT

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

13.0

High
17.0

Unit
g/dL

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.b

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Iden
tifier:

2

Test:: Not Applica
ble

Result:: 37.2

Not Done::

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Lab Normal Range: Low
39.0

High
51.0

Unit
%

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Iden
tifier:

Test:: Not Applica
ble

Result::

Not Done::

Lab Normal Range:

Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Sponsor-Defined Iden
tifier:

Not Applica
ble

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.b Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.b Test:

Date Location User Value Reason

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.b Result:

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
37.2

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.b Not Done:

Date Location User Value Reason

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.b LNMT

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

39.0

High
51.0

Unit
%

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.c

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Iden
tifier:

3

Test:: Not Applica
ble

Result::

Not Done:: NOT DON
E

Lab Normal Range:

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Iden
tifier:

Test:: Not Applica
ble

Result::

Not Done::

Lab Normal Range:

Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Sponsor-Defined Iden
tifier:

Not Applica
ble

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.c Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.c Test:

Date Location User Value Reason

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.c Result:

Date Location User Value Reason

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.c Not Done:

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.c LNMT

Date Location User Value Reason

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.d

Date Location User Value Reason

Nov-02-2020 08:12:01
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Ide
ntifier:

5

Test:: Not Applica
ble

Result:: 223

Not Done::

Lab Normal Range: Low
140

High
400

Unit
10^3/uL

DATA CHANGED
TO SATISFY
QUERY

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

5

Test:: Not Applica
ble

Result:: 223

Not Done::

Lab Normal Range: Low
140

High
400

Unit
/uL

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Ide
ntifier:

Test:: Not Applica
ble

Result::

Not Done::

Lab Normal Range:

Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Sponsor-Defined Ide
ntifier:

Not Applica
ble

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

Initial Entry

5.d Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

5.d Sponsor ID:

Date Location User Value Reason

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.d Test:

Date Location User Value Reason

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.d Result:

Date Location User Value Reason

Nov-03-2020 21:07:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh

Query 1: Closed Response satisfies
query

Nov-02-2020 08:12:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered DATA CHANGED
TO SATISFY
QUERY

Nov-02-2020 01:20:56
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened Thanks for the
response, form has
been unfreeze, please
update as per below
query

Nov-01-2020 23:28:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh

Query 1: Reissued:Candidate Clin: Please unfreeze
the CRF form. Please
the Unit should be
<< 10^3/uL >> and
update as appropriate

Oct-30-2020 13:16:56
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered Query is tagged to
data that is FROZEN
and CANNOT be
updated

Oct-30-2020 10:26:07
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh

Query 1: Opened Clin: Please the Unit
should be <<
10^3/uL >> and
update as appropriate

09
01

77
e1

96
ad

2f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:0
8 

(G
M

T
)

(b) 
(4), 

(b) (6)

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

(b) 
(4), 

(b) (6)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0839393



Page 593 of 720

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
223

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie Chao Data Entry:
Not Applicable

Initial Entry

5.d Not Done:

Date Location User Value Reason

Sep 29 2020 17 46 34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.d LNMT

Date Location User Value Reason

Nov-02-2020 08:12:01
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

140

High
400

Unit
10^3/uL

DATA CHANGED
TO SATISFY
QUERY

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

140

High
400

Unit
/uL

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time

ACV0PFEINFP6000  Data Entry: Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

(US & Canada)

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.e

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Iden
tifier:

7

Test:: Not Applica
ble

Result::

Not Done:: NOT DON
E

Lab Normal Range:

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Iden
tifier:

Test:: Not Applica
ble

Result::

Not Done::

Lab Normal Range:

Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Sponsor-Defined Iden
tifier:

Not Applica
ble

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

Initial Entry
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Page 595 of 720

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.e Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.e Test:

Date Location User Value Reason

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.e Result:

Date Location User Value Reason

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.e Not Done:

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.e LNMT

Date Location User Value Reason

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.f

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Iden
tifier:

608

Test:: Not Applica
ble

Result:: 43

Not Done::

Lab Normal Range: Low
42

High
76

Unit
%

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Iden
tifier:

Test:: Not Applica
ble

Result::

Not Done::

Lab Normal Range:

Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Sponsor-Defined Iden
tifier:

Not Applica
ble

Test:: Not Applica
ble

Initial Entry
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Page 597 of 720

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble
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Page 598 of 720

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.f Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
608

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.f Test:

Date Location User Value Reason

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.f Result:

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
43

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.f Not Done:

Date Location User Value Reason

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.f LNMT

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

42

High
76

Unit
%

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.g

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Iden
tifier:

609

Test:: Not Applica
ble

Result:: 0

Not Done::

Lab Normal Range: Low
0

High
7

Unit
%

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Iden
tifier:

Test:: Not Applica
ble

Result::

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Not Done::

Lab Normal Range:

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Sponsor-Defined Iden
tifier:

Not Applica
ble

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

5.g Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
609

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.g Test:

Date Location User Value Reason

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.g Result:

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
0

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.g Not Done:

Date Location User Value Reason

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

(US & Canada)

5.g LNMT

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
7

Unit
%

Initial Entry

Sep 29 2020 17 46 34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.h

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Iden
tifier:

612

Test:: Not Applica
ble

Result:: 15

Not Done::

Lab Normal Range: Low
5

High
13

Unit
%

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Iden
tifier:

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Test:: Not Applica
ble

Result::

Not Done::

Lab Normal Range:

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Sponsor-Defined Iden
tifier:

Not Applica
ble

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

Initial Entry
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Page 604 of 720

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.h Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
612

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.h Test:

Date Location User Value Reason

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.h Result:

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
15

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.h Not Done:

Date Location User Value Reason

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.h LNMT

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

5

High
13

Unit
%

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.i

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Iden
tifier:

610

Test:: Not Applica
ble

Result:: 0

Not Done::

Lab Normal Range: Low
0

High
1

Unit
%

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Iden
tifier:

Test:: Not Applica
ble

Result::

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Not Done::

Lab Normal Range:

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Sponsor-Defined Iden
tifier:

Not Applica
ble

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

Initial Entry
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Page 607 of 720

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.i Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
610

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.i Test:

Date Location User Value Reason

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.i Result:

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
0

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.i Not Done:

Date Location User Value Reason

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.i LNMT

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
1

Unit
%

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.j

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Iden
tifier:

611

Test:: Not Applica
ble

Result:: 41

Not Done::

Lab Normal Range: Low
15

High
47

Unit
%

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Iden
tifier:

Test:: Not Applica
ble

Result::

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Not Done::

Lab Normal Range:

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Sponsor-Defined Iden
tifier:

Not Applica
ble

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

Initial Entry

5.j Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
611

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.j Test:

Date Location User Value Reason

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.j Result:

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
41

Initial Entry
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Page 610 of 720

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

5.j Result:

Date Location User Value Reason

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.j Not Done:

Date Location User Value Reason

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5.j LNMT

Date Location User Value Reason

Sep-29-2020 17:49:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

15

High
47

Unit
%

Initial Entry

Sep-29-2020 17:46:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:51:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - Audit
Trail

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HEMATOLOGY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Oct-05-2020 09:57:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
KAISER Lab Test Roseville Riversi
de

DATA UPDATED
TO SATISFY
QUERY

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Lab Test Roseville Riverside

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/25/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

1

Test:: Hemoglobin_
PX1

Result:: 12.2

Not Done::

Initial Entry
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(b) (6)

(b) 
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(4), 

(b) (6)

(b) (4)

FDA-CBER-2021-5683-0839413
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Lab Normal Range: Low
13.0

High
17.0

Unit
g/dL

5.a Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

5.a Test:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Hemoglobin_PX1

Initial Entry

5.a Result:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
12.2

Initial Entry

5.a LNMT

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

13.0

High
17.0

Unit
g/dL

Initial Entry

5.b

Date Location User Value Reason
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(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

2

Test:: Hematocrit_P
X2

Result:: 37.0

Not Done::

Lab Normal Range: Low
39.0

High
51.0

Unit
%

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.b Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

5.b Test:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Hematocrit_PX2

Initial Entry

5.b Result:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
37.0

Initial Entry

5.b LNMT

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

39.0

High
51.0

Unit
%

Initial Entry

5.c

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Ide
ntifier:

Test:: Erythrocytes
_PX3

Result::

Not Done::

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Lab Normal Range:

5.c Test:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Erythrocytes_PX3

Initial Entry

5.d

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Identi
fier:

5

Test:: Platelets_P
X5

Result:: 224

Not Done::

Lab Normal Range: Low
140

High
400

Unit
/uL

Initial Entry
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Page 617 of 720

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.d Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

5.d Test:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Platelets_PX5

Initial Entry

5.d Result:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
224

Initial Entry

5.d LNMT

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

140

High
400

Unit
/uL

Initial Entry

5.e

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Ide
ntifier:

Test:: Leukocytes_
PX7

Result::

Not Done::

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Lab Normal Range:

5.e Test:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Leukocytes_PX7

Initial Entry

5.f

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

608

Test:: Neutrophils_P
X608

Result:: 33

Not Done::

Lab Normal Range: Low
42

High
76

Unit
%

Initial Entry
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Page 619 of 720

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.f Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
608

Initial Entry

5.f Test:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Neutrophils_PX608

Initial Entry

5.f Result:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
33

Initial Entry

5.f LNMT

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

42

High
76

Unit
%

Initial Entry

5.g

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

609

Test:: Eosinophils_P
X609

Result:: 0

Not Done::

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Lab Normal Range: Low
0

High
7

Unit
%

5.g Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
609

Initial Entry

5.g Test:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Eosinophils_PX609

Initial Entry

5.g Result:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
0

Initial Entry

5.g LNMT

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
7

Unit
%

Initial Entry

5.h

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

612

Test:: Monocytes_P
X612

Result:: 18

Not Done::

Lab Normal Range: Low
5

High
13

Unit
%

Initial Entry

09
01

77
e1

96
ad

2f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:0
8 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0839422



Page 622 of 720

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.h Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
612

Initial Entry

5.h Test:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Monocytes_PX612

Initial Entry

5.h Result:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
18

Initial Entry

5.h LNMT

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

5

High
13

Unit
%

Initial Entry

5.i

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

610

Test:: Basophils_PX
610

Result:: 1

Not Done::

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Lab Normal Range: Low
0

High
1

Unit
%

5.i Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
610

Initial Entry

5.i Test:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Basophils_PX610

Initial Entry

5.i Result:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

5.i LNMT

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
1

Unit
%

Initial Entry

5.j

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

611

Test:: Lymphocytes_P
X611

Result:: 48

Not Done::

Lab Normal Range
:

Low
15

High
47

Unit
%

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.j Sponsor ID:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
611

Initial Entry

5.j Test:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Lymphocytes_PX611

Initial Entry

5.j Result:

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
48

Initial Entry

5.j LNMT

Date Location User Value Reason

Sep-29-2020 17:52:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

15

High
47

Unit
%

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Date:

Date Location User Value Reason

Sep-24-2020 14:52:31
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

2.a

Date Location User Value Reason

Sep-24-2020 14:52:31
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Record Identifier:: Not Appl

icable

Systolic:: Not Appl
icable

Diastolic:: Not Appl
icable

Respiratory Rate in respi
rations/minute:

Not Appl
icable

Heart Rate in beats/minu
te:

Not Appl
icable

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-24-2020 14:52:31
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

2.a Systolic:

Date Location User Value Reason

Sep-24-2020 14:52:31
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Sep-24-2020 14:52:31
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Sep-24-2020 14:52:31
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Sep-24-2020 14:52:31
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Date:

Date Location User Value Reason

Sep-24-2020 14:52:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

2.a

Date Location User Value Reason

Sep-24-2020 14:52:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Record Identifier:: Not Applicable

Oxygen Saturation: Not Applicable

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-24-2020 14:52:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Sep-24-2020 14:52:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Date Time of Assessment:

Date Location User Value Reason

Sep-24-2020 14:53:10
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

2. Arterial Blood Gases PaO2 (mmHg):

Date Location User Value Reason

Sep-24-2020 14:53:10
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

3. FiO2 (Fraction of Inhaled Oxygen):

Date Location User Value Reason

Sep-24-2020 14:53:10
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Sep-24-2020 14:53:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

2. Category:

Date Location User Value Reason

Sep-24-2020 14:53:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Sep-24-2020 14:53:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  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

Sep-24-2020 14:53:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

5. Start Date:

Date Location User Value Reason

Sep-24-2020 14:53:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

6. Ongoing?

Date Location User Value Reason09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Sep-24-2020 14:53:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

Form: IMAGING - Audit Trail

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Date Location User Value Reason

Sep-29-2020 17:54:22
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Sep-29-2020 17:54:22
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/25/2020

Initial Entry

Sep-29-2020 17:53:04
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:53:56
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Sep-29-2020 17:54:22
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
CHEST

Initial Entry

Sep-29-2020 17:53:04
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:53:56
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Sep-29-2020 17:54:22
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
CT SCAN

Initial Entry

Sep-29-2020 17:53:04
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:53:56
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
Not Applicable

Initial Entry

4. Assessment:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/24/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Date Location User Value Reason

Oct-15-2020 00:49:16
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Oct-12-2020 17:12:22
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Oct-12-2020 17:12:22
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
ABNORMAL

If abnormal, specify findings:

CT POSITIVE FOR ACUTE P
UMONARY EMBOLISM

New Information

Oct-12-2020 02:09:26
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: The response for
"Assessment" is
reported as
'Abnormal' however
if abnormal
comments is missing
Kindly review and
update.

Sep-29-2020 17:54:22
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
ABNORMAL

Initial Entry

Sep-29-2020 17:53:04
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Sep-24-2020 14:53:56
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie Chao Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-02-2020 02:50:45
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 3: Closed Response satisfies
query

Oct-01-2020 13:18:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 3: Answered DATA UPDATED
TO SATISFY
QUERY

Oct-01-2020 04:01:02
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Deleted Query raised

Oct-01-2020 04:00:41
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 2: Deleted Query raised

Oct-01-2020 04:00:14
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 3: Opened DM: Thanks for
confirming that visit
was entered in error.
Kindly add form
level comment 'Not
Applicable' on Signs
and Symptoms,
Nasal Swab Self,
Nasal Swab CRFs.

Sep-29-2020 17:40:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Candidate Erroneous Visit is
marked, but date of
visit is entered.
Please check whether
other assessments are
performed at this
visit.

Sep-29-2020 17:40:14
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate Date of Visit is
completed but Date
of Assessment in the
Signs and Symptoms
form is missing.
Please review and
update as
appropriate.

Sep-29-2020 17:40:14 ACV0PFEINFP6000  auto query Query 1: Candidate Date of Visit is

09
01

77
e1

96
ad

2f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:0
8 

(G
M

T
)

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

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

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

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

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

(b) (4)

FDA-CBER-2021-5683-0839436



Page 636 of 720

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

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

(autoquery) completed but Date
of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Sep-29-2020 17:40:14
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/25/2020

Initial Entry

2. Erroneous Visit

Date Location User Value Reason

Sep 29 2020 17 40 40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry
ERRONEOUS VISIT

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Sep-29-2020 17:40:14
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_B

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4.a

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: Not Applicable

Symptom Present: Not Applicable

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4.a Was symptom present?

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

4.b

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: Not Applicable

Symptom Present: Not Applicable

Initial Entry

4.b Symptoms:

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4.c

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: Not Applicable

Symptom Present: Not Applicable

Initial Entry

4.c Symptoms:

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4.d
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: Not Applicable

Symptom Present: Not Applicable

Initial Entry

4.d Symptoms:

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4.e

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: Not Applicable

Symptom Present: Not Applicable

Initial Entry

4.e Symptoms:

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4.f

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: Not Applicable

Symptom Present: Not Applicable

Initial Entry

4.f Symptoms:

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4.g

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: Not Applicable

Symptom Present: Not Applicable

Initial Entry

4.g Symptoms:

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4.h

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time

ACV0PFEINFP6000  Data Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

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

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

(US & Canada) Symptoms: Not Applicable

Symptom Present: Not Applicable

4.h Symptoms:

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4.i

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: Not Applicable

Symptom Present: Not Applicable

Initial Entry

4.i Symptoms:

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Oct-01-2020 13:18:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Oct-01-2020 13:18:56
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Oct-01-2020 13:18:56
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Oct-01-2020 13:18:56
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason

Oct-01-2020 13:18:56
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5. Device Type:

Date Location User Value Reason

Oct-01-2020 13:18:56
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6. Trade Name:

Date Location User Value Reason

Oct-01-2020 13:18:56
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

7. Test Result:

Date Location User Value Reason

Oct-01-2020 13:18:56
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

8. Comments/Findings/Details:

Date Location User Value Reason

Oct-01-2020 13:18:56
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason

Oct-01-2020 13:18:56
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-01-2020 13:19:11
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-01-2020 13:19:11
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-01-2020 13:19:11
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

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

Date Location User Value Reason

Oct-01-2020 13:19:11
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-01-2020 13:19:23
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-01-2020 13:19:23
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-01-2020 13:19:23
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

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

Date Location User Value Reason

Oct-01-2020 13:19:23
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: HEALTH CARE UTILIZATION - 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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1.a

Date Location User Value Reason

Oct-01-2020 13:19:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitioner: Not Appli

cable

Occurrence of Visits or
Contacts:

Not Appli
cable

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Oct-01-2020 13:19:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-01-2020 13:19:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

1.b

Date Location User Value Reason

Oct-01-2020 13:19:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitioner: Not Appli

cable

Occurrence of Visits or
Contacts:

Not Appli
cable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: HEALTH CARE UTILIZATION - 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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Oct-01-2020 13:19:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-01-2020 13:19:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

1.c

Date Location User Value Reason

Oct-01-2020 13:19:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitioner: Not Appli

cable

Occurrence of Visits or
Contacts:

Not Appli
cable

Initial Entry

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Oct-01-2020 13:19:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-01-2020 13:19:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

1.d

Date Location User Value Reason

Oct-01-2020 13:19:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitioner: Not Appli

cable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: HEALTH CARE UTILIZATION - 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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Occurrence of Visits or
Contacts:

Not Appli
cable

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Oct-01-2020 13:19:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-01-2020 13:19:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

1.e

Date Location User Value Reason

Oct-01-2020 13:19:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitioner: Not Appli

cable

Occurrence of Visits or
Contacts:

Not Appli
cable

Initial Entry

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Oct-01-2020 13:19:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-01-2020 13:19:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

1.f
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: HEALTH CARE UTILIZATION - 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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Oct-01-2020 13:19:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitioner: Not Appli

cable

Occurrence of Visits or
Contacts:

Not Appli
cable

Initial Entry

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Oct-01-2020 13:19:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-01-2020 13:19:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Other Type of Practitioner Specify:

Date Location User Value Reason

Oct-01-2020 13:19:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

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

Date Location User Value Reason

Oct-01-2020 13:19:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. What is the treatment Identifier?

Date Location User Value Reason

Oct-14-2020 11:22:20
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2. Concomitant Non-drug Treatment Pre-specified:

Date Location User Value Reason

Oct-14-2020 11:22:20
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

3. Treatment:

Date Location User Value Reason

Oct-14-2020 11:22:20
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

4. Treatment:

Date Location User Value Reason

Oct-14-2020 11:22:20
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5. Start Date:

Date Location User Value Reason

Oct-14-2020 11:22:20
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

6. Ongoing?

Date Location User Value Reason

Oct-14-2020 11:22:20
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: ILLNESS DETAILS - eCRF Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Oct-14-2020 11:22:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

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

Date Location User Value Reason

Oct-14-2020 11:22:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason

Oct-14-2020 11:22:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Oct-14-2020 11:23:08
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2. Subcategory of Clinical Event:

Date Location User Value Reason

Oct-14-2020 11:23:08
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

3. Was a diagnosis obtained?

Date Location User Value Reason

Oct-14-2020 11:23:08
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

4. Toxicity Grade:

Date Location User Value Reason

Oct-14-2020 11:23:08
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Lab Panel:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

3. Collection Date:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.a

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identifi
er:

Not Don
e

Test:: Not Don
e

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.a Sponsor ID:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.a Test:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.a Result:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.a Not Done:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.a LNMT

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.b

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identifi
er:

Not Don
e

Test:: Not Don
e

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

5.b Sponsor ID:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.b Test:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.b Result:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.b Not Done:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.b LNMT

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.c

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identifi
er:

Not Don
e

Test:: Not Don
e

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.c Sponsor ID:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.c Test:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.c Result:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.c Not Done:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.c LNMT

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.d

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identifi
er:

Not Don
e

Test:: Not Don
e

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

5.d Sponsor ID:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.d Test:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.d Result:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.d Not Done:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.d LNMT

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.e

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identifi
er:

Not Don
e

Test:: Not Don
e

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.e Sponsor ID:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.e Test:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.e Result:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.e Not Done:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.e LNMT

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.f

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identifi
er:

Not Don
e

Test:: Not Don
e

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

5.f Sponsor ID:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.f Test:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.f Result:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.f Not Done:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.f LNMT

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.g

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identifi
er:

Not Don
e

Test:: Not Don
e

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

Initial Entry

09
01

77
e1

96
ad

2f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:0
8 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) (4)

FDA-CBER-2021-5683-0839463
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.g Sponsor ID:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.g Test:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.g Result:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.g Not Done:

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.g LNMT

Date Location User Value Reason

Oct-14-2020 11:23:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Lab Panel:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

3. Collection Date:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.a

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identifi
er:

Not Don
e

Test:: Not Don
e

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.a Sponsor ID:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.a Test:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.a Result:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.a Not Done:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.a LNMT

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.b

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identifi
er:

Not Don
e

Test:: Not Don
e

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

5.b Sponsor ID:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.b Test:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.b Result:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.b Not Done:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.b LNMT

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.c

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identifi
er:

Not Don
e

Test:: Not Don
e

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.c Sponsor ID:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.c Test:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.c Result:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.c Not Done:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.c LNMT

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.d

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identifi
er:

Not Don
e

Test:: Not Don
e

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

5.d Sponsor ID:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.d Test:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.d Result:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.d Not Done:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.d LNMT

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.e

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identifi
er:

Not Don
e

Test:: Not Don
e

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.e Sponsor ID:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.e Test:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.e Result:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.e Not Done:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.e LNMT

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.f

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identifi
er:

Not Don
e

Test:: Not Don
e

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

5.f Sponsor ID:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.f Test:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.f Result:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.f Not Done:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.f LNMT

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.g

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

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

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identifi
er:

Not Don
e

Test:: Not Don
e

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

5.g Sponsor ID:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.g Test:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.g Result:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.g Not Done:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.g LNMT

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.h

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identifi
er:

Not Don
e

Test:: Not Don
e

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

5.h Sponsor ID:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.h Test:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.h Result:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.h Not Done:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.h LNMT

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.i

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identifi
er:

Not Don
e

Test:: Not Don
e

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

5.i Sponsor ID:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.i Test:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.i Result:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.i Not Done:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.i LNMT

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.j

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identifi
er:

Not Don
e

Test:: Not Don
e

Initial Entry
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Page 678 of 720

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don
e

5.j Sponsor ID:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.j Test:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.j Result:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.j Not Done:

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.j LNMT

Date Location User Value Reason

Oct-14-2020 11:23:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Date:

Date Location User Value Reason

Oct-14-2020 11:24:05
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2.a

Date Location User Value Reason

Oct-14-2020 11:24:05
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: Not D

one

Systolic:: Not D
one

Diastolic:: Not D
one

Respiratory Rate in respir
ations/minute:

Not D
one

Heart Rate in beats/minute
:

Not D
one

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Oct-14-2020 11:24:05
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2.a Systolic:

Date Location User Value Reason

Oct-14-2020 11:24:05
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Oct-14-2020 11:24:05
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Oct-14-2020 11:24:05
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Oct-14-2020 11:24:05
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Date:

Date Location User Value Reason

Oct-14-2020 11:24:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2.a

Date Location User Value Reason

Oct-14-2020 11:24:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: Not Done

Oxygen Saturation: Not Done

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Oct-14-2020 11:24:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Oct-14-2020 11:24:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Date Time of Assessment:

Date Location User Value Reason

Oct-14-2020 11:24:38
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2. Arterial Blood Gases PaO2 (mmHg):

Date Location User Value Reason

Oct-14-2020 11:24:38
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

3. FiO2 (Fraction of Inhaled Oxygen):

Date Location User Value Reason

Oct-14-2020 11:24:38
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Oct-14-2020 11:24:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2. Category:

Date Location User Value Reason

Oct-14-2020 11:24:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Oct-14-2020 11:24:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  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).

Date Location User Value Reason

Oct-14-2020 11:24:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5. Start Date:

Date Location User Value Reason

Oct-14-2020 11:24:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

6. Ongoing?

Date Location User Value Reason09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Oct-14-2020 11:24:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Sep/25/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Oct-14-2020 11:25:16
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Oct-14-2020 11:25:16
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Oct-14-2020 11:25:16
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

4. Assessment:

Date Location User Value Reason

Oct-14-2020 11:25:16
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/02/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-05-2020
02:20:15
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 2: Cl
osed

Auto closed by
Validation Check:
VC_SV001_06

Nov-04-2020
15:26:39
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 2: A
nswered

DUPLICATE
QUERY

Nov-04-2020
08:20:38
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 2: O
pened

DMW5269565;Date
of Visit in
Convalescent visit is
entered, but Date of
Last Symptom
Resolved is missing
in the corresponding
Illness visit.

Nov-04-2020
03:13:17
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Cl
osed

confirmed by email
V2 and COVID_A1
occurred same date
and OK

Nov-04-2020
02:23:41
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1: O
pened

DMW5273995;The
Date of Visit at Visit
COVID_A1 is the
same as the other
Date of Visit at Visit
V2_VAX2_L. Please
review for
duplication and
update as
appropriate.

Nov-03-2020
09:48:00
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry
:
Nov/2/2020

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/02/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

3. COVID-19 Illness Visit:

Date Location User Value Reason

Nov-03-2020 09:48:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
COVID_A1

Initial Entry

09
01

77
e1

96
ad

2f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:0
8 

(G
M

T
)

(b) 
(4), 

(b) (6)

(b) (4)

FDA-CBER-2021-5683-0839488



Page 688 of 720

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/02/2020

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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-03-2020 09:48:13
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-03-2020 09:48:13
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-03-2020 09:48:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Nov-03-2020 09:48:13
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Nov-03-2020 09:48:13
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Collection:

Nov/2/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-03-2020 09:48:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BRFF3R

Initial Entry

5.a Sample ID

Date Location User Value Reason
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Nov-03-2020 09:48:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BRFF3R

Initial Entry

5.b

Date Location User Value Reason

Nov-03-2020 09:48:37
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BPJ2TR

Initial Entry

5.b Sample ID

Date Location User Value Reason

Nov-03-2020 09:48:37
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BPJ2TR

Initial Entry

5.c

Date Location User Value Reason

Nov-03-2020 09:48:50
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BPJ2V5

Initial Entry

5.c Sample ID

Date Location User Value Reason

Nov-03-2020 09:48:50
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BPJ2V5

Initial Entry
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Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History
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Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Nov-05-2020 11:07:10
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Nov/2/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Nov-05-2020 11:07:10
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Nov-10-2020 00:58:43
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 2: Closed Response satisfies
query

Nov-09-2020 11:47:17
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 2: Answered Subject is still
followed up for safety

Nov-07-2020 07:26:15
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 2: Opened DM: Please confirm if
subject is still
followed-up for
safety. If NOT, please
update the DISP FUP
page.

Nov-05-2020 11:53:48
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Hayley Wyper Query 1: Closed Response satisfies
query

Nov-05-2020 11:43:19
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
ADVERSE EVENT

Changed Information

Nov-05-2020 11:43:09
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered DATA CHANGED
TO SATISFY
QUERY

Nov-05-2020 11:32:03
(UTC-08:00) Pacific Time

ACV0PFEINFP6000  Hayley Wyper Query 1: Reissued:Opened CLINQUERY: If the
PI decided to EOT
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(US & Canada) because of the
Pulmonary
Embolism, then EOT
status should be
reported as
ADVERSE EVENT.
The EOT page and
any DRUG
WITHDRAWN
entries in the AE log
need to match up.
One of the pages
needs to be updated to
reconcile

Nov-05-2020 11:28:36
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered Please clarify query -
This EOT was a
decision made by the
PI

Nov-05-2020 11:24:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Hayley Wyper Query 1: Opened CLINQUERY:
Pulmonary Embolism
within the AEs is
reported as 'Drug
Withdrawn'. If this
event was what led to
treatment
discontinuation then
EOT Status should be
reported as
ADVERSE EVENT.
Or, if PHYSICIAN
DECISION is correct,
then please update the
AE log

Nov-05-2020 11:07:10
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
PHYSICIAN DECISION

Initial Entry
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Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Jan-12-2021 10:50:41
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Jan/12/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Jan-12-2021 10:50:41
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

3. Status:

Date Location User Value Reason

Jan-27-2021 13:12:14
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Hayley Wyper Query 1: Closed Response satisfies
query

Jan-27-2021 12:56:40
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed Information

Jan-27-2021 12:56:40
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
WITHDRAWAL BY SUBJECT

Changed Information

Jan-26-2021 08:22:03
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Hayley Wyper Query 1: Reissued:Opened CLINQUERY: Thank
you for confirming,
please amend status
to reflect
WITHDRAWAL BY
SUBJECT

Jan-25-2021 20:06:33
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered Subject withdrew
from study before
receiving Covid
Vaccine outside of
study

Jan-22-2021 12:54:21
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened CLINQUERY: Please
review status against
specify status
comment - did subject
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withdraw from study
prior to receipt of
non-study vaccine? If
so, please amend
status on disposition
page

Jan-22-2021 06:09:19
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Hayley Wyper Query 1: Candidate CLINQUERY: Please
review status against
specify status
comment - did subject
withdraw from study
prior to receipt of
non-study vaccine? If
so, please amend
status on disposition
page

Jan-12-2021 10:50:41
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
PROTOCOL DEVIATION

Initial Entry

4. Specify Status:

Date Location User Value Reason

Jan-12-2021 10:50:41
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Subject plans to have COVID19 Vac
cine outside of study on 12JAN2021

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

Date Location User Value Reason

Sep-25-2020 20:20:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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Back to Form

1. Category:

Date Location User Value Reason

Sep-25-2020 20:20:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Sep-25-2020 20:20:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Sep-25-2020 20:20:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Pulmonary embolism

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Sep-25-2020 20:20:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/23/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Jan-14-2021 21:27:29
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Jan-14-2021 15:42:09
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered ONGOING AT THIS
TIME

Jan-12-2021 10:50:41
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened 'Disposition
Follow-up form is
completed and this
Adverse Event is still
ongoing. Please
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review and update as
appropriate.

Sep-25-2020 20:20:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Oct-12-2020 15:02:49
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Oct-12-2020 13:39:02
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered Please clarify query -
asked and answered
previously, PI feels
that the AE of
Pulmonary Embolism
qualified as a life
threatening event.

Oct-12-2020 13:03:59
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Opened CLINQUERY: Please
confirm if the
Toxicity Grade of the
event. Per Medical
Monitor, if the
respiration rate (RR)
is 17-20, please enter
Gr. 1, if RR= 21-25
(Grade 2), if RR>25,
then enter Grade 3.

Sep-25-2020 20:20:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  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

Oct-04-2020 19:02:11
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Giselle
Castillo

Query 3: Closed Response satisfies
query09
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Oct-01-2020 13:15:11
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 3: Answered Please clarify query -
This was the PI's
decision, data correct

Oct-01-2020 08:05:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Giselle
Castillo

Query 3: Reissued:Opened Thanks for confirming
and PE indeed is an
important medical
event. However, per
case narrative subject
was only in the ER
and was discharged
the SAME day
regardless risk of
death. Would you
please clarify if this is
correct? Thank you.

Sep-30-2020 13:38:07
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 3: Answered Discussed with PI
event should be
categorized as LIFE
THREATENING and
important medical
event. Participant was
at risk of death at the
time of the event
(Pulmonary
Embolism)

Sep-30-2020 10:28:19
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Giselle
Castillo

Query 3: Opened In the case narrative
subject was diagnosed
with Pulmonary
embolism on the
25Sep2020 and
discharged the same
day. Please clarify
rationale to
categorized event as
Life threatening since
subject was not
hospitalized. Thank
you.

Sep-29-2020 12:44:05
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 2: Closed Response satisfies
query

Sep-28-2020 10:58:52
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Answer Auto Query
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Sep-28-2020 10:58:52
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Is this serious event associated wi
th congenital anomaly or birth de
fect?

NO

Did this serious event result in de
ath?

NO

Did this serious event require or
prolong hospitalization?

NO

Did this serious event result in pe
rsistent or significant disability/in
capacity?

NO

Is this serious event life threateni
ng?

YES

Other medically important seriou
s event

YES

New Information

Sep-28-2020 02:52:13
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-27-2020 01:37:00
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 2: Reissued:Opened RQ-1: Thanks for
checking both LIFE
THREATENING and
OTHER
MEDICALLY
IMPORTANT
SERIOUS EVENT as
Yes. Kindly update
other criteria's with
response either 'Yes'
or 'No'. Thank you09
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Sep-25-2020 20:21:35
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 2: Answered Please clarify query
both LIFE
THREATENING and
OTHER
MEDICALLY
IMPORTANT
SERIOUS EVENT
checked.

Sep-25-2020 20:20:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened Is this adverse event
serious?' is reported
'Yes', but at least one
seriousness criteria is
missing. Please
review and update as
appropriate.

Sep-25-2020 20:20:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE Pulmonary
embolism: Response
to "Is the adverse
event serious?" is 'Yes'
but "Serious Adverse
Event Number" is
blank.

Sep-25-2020 20:20:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Is this serious event life threateni
ng?

YES

Other medically important seriou
s event

YES

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

Sep-25-2020 20:20:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Nov-04-2020 ACV0PFEINFP6000  Hayley Wyper Query 2: Clos Response
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09:37:07
(UTC-08:00)
Pacific Time
(US & Canada)

ed satisfies query

Nov-03-2020
08:47:31
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 2: Ans
wered

MH CAN
NOTE BE
UPDATED
BECAUSE IS
SCREEN IS
FROZEN

Nov-03-2020
04:35:44
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Hayley Wyper Query 2: Open
ed

CLINQUERY:
Factor V Leiden
mutation has
not been
captured in the
MH for this
subject. Please
review and
advise if an
update to the
MH listing
should be added

Oct-30-2020
04:49:39
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Clos
ed

Response
satisfies query

Oct-29-2020
14:57:03
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Ans
wered

Please clarify
query - As
previously
stated this data
will be updated
in a Follow up
SAE

Oct-29-2020
02:56:02
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Reiss
ued:Opened

Please review
"If not related to
study treatment
other" field, the
following text
was indicated in
the comment
field [Factor V
Leiden
Mutation]. Any
symptoms, AEs
or other key
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data should be
collected on the
appropriate
page. Please
review and
update.

Sep-29-2020
01:10:58
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Reiss
ued:Candidate

Data to be
checked later/or
query to be
issued to site
later

Sep-28-2020
10:58:02
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Ans
wered

Data will be
updated in the
follow up SAE
if necessary

Sep-28-2020
01:28:02
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD Query 1: Open
ed

Please review
"If not related to
study treatment
other" field, the
following text
was indicated in
the comment
field [Factor V
Leiden
Mutation]. Any
symptoms, AEs
or other key
data should be
collected on the
appropriate
page. Please
review and
update as
necessary.

Sep-25-2020
20:20:21
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT RELAT
ED

If Not Relate
d to study tre
atment(s), thi
s event is du
e to:

OTHER

Initial Entry
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If Other, s
pecify:

Factor
V Leide
n Mutati
on

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Nov-12-2020
04:24:32
(UTC-08:00)
Pacific Time
(US &
Canada)

ACV0PFEINFP6000  Query
4: Clo
sed

PSSR confirmed drug
withdrawn in SDB

Nov-07-2020
08:24:44
(UTC-08:00)
Pacific Time
(US &
Canada)

ACV0PFEINFP6000  Query
4: Rei
ssued:
Candi
date

SAE RECON: pending
SDB update

Nov-06-2020
07:43:59
(UTC-08:00)
Pacific Time
(US &
Canada)

ACV0PFEINFP6000  Query
4: Ans
wered

Withdrawn permanently on
the Follow up SAE #2 that
was sent to Pfizer Safety on
02NOV2020 at 05:28 PM
PST

Nov-06-2020
03:25:13
(UTC-08:00)
Pacific Time
(US &
Canada)

ACV0PFEINFP6000  Query
4: Rei
ssued:
Opene
d

SAE RECON: Please
confirm if a follow up
AEM form was sent.

Nov-06-2020
00:17:16
(UTC-08:00)
Pacific Time
(US &
Canada)

ACV0PFEINFP6000  Query
3: Clo
sed

Response satisfies query

Nov-05-2020
11:54:03
(UTC-08:00)

ACV0PFEINFP6000  Hayley Wyper Query
2: Clo
sed

Response satisfies query
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Pacific Time
(US &
Canada)

Nov-05-2020
11:28:59
(UTC-08:00)
Pacific Time
(US &
Canada)

ACV0PFEINFP6000  Query
4: Ans
wered

DONE

Nov-05-2020
11:06:40
(UTC-08:00)
Pacific Time
(US &
Canada)

ACV0PFEINFP6000  Query
2: Ans
wered

EOT Updated

Nov-05-2020
09:38:39
(UTC-08:00)
Pacific Time
(US &
Canada)

ACV0PFEINFP6000  Query
3: Ans
wered

DUPLICATE QUERY

Nov-05-2020
02:08:20
(UTC-08:00)
Pacific Time
(US &
Canada)

ACV0PFEINFP6000  Query
4: Op
ened

SAE
RECON:AER#2020373624
,action taken was updated
to Drug Withdrawn in AE
CRF while NOT
APPLICABLE in Safety
database.Please confirm. If
safety update is required,
please submit a follow up
form

Nov-05-2020
00:23:51
(UTC-08:00)
Pacific Time
(US &
Canada)

ACV0PFEINFP6000  Query
3: Rei
ssued:
Opene
d

DM : Response to 'Latest
Action Taken with Study
Treatment' is recorded as
DRUG WITHDRAWN.
However, DISPOSITION -
TREATMENT form in
EOT is not completed.
Please review and update.
Else, clarify.

Nov-04-2020
08:25:36
(UTC-08:00)
Pacific Time
(US &

ACV0PFEINFP6000  Query
3: Ans
wered

DUPLICATE QUERY
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Canada)

Nov-03-2020
23:05:07
(UTC-08:00)
Pacific Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD Query
3: Op
ened

The Adverse Event Action
Taken is DRUG
WITHDRAWN but reason
for treatment
discontinuation is not
reported as ADVERSE
EVENT or DEATH. Please
review and clarify. 
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Back to Form

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Nov-03-2020 01:55:57
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Hayley
Wyper

Query 2: Opened CLINQUERY: Action
taken to study treatment is
'Drug Withdrawn'. If this is
correct, and subject will not
go on to receive
vaccination 2 at any stage,
please update the EOT tab
of the CRF to reflect end of
treatment

Nov-02-2020 15:53:54
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
DRUG WITHDRAWN

New Information

Sep-29-2020 04:53:19
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Action taken in SDB
updated to Not applicable.
issue resolved

Sep-28-2020 15:26:27
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered AE form does not allow for
DOES NOT CHANGED -
Please Advise

Sep-28-2020 02:56:29
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened SAE
RECON:AER#2020373624
,action taken was reported
as NOT APPLICABLE in
AE CRF while DOSE NOT
CHANGED in Safety
database.Please confirm. If
safety update is required,
please submit a follow up
form

Sep-25-2020 20:20:32
(UTC-08:00) Pacific
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Nov-02-2020 15:54:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
YES

Changed Information

Sep-25-2020 20:20:21 ACV0PFEINFP6000  Data Entry: Initial Entry
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(UTC-08:00) Pacific Time
(US & Canada)

NO

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Sep-25-2020 20:20:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Nov-02-2020 15:55:10
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Charlie
Chao

Data Entry:
RECOVERING/RESOLVING

Changed Information

Sep-25-2020 20:20:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT RECOVERED/NOT RESOLV
ED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Sep-25-2020 20:20:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Sep-28-2020 02:52:13
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
2020373624

Initial Entry
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*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Feb-23-2021 14:54:18
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000 Form Deleted Data changed to
satisfy query

Jan-12-2021 10:51:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Jan-12-2021 10:51:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

2. Category:

Date Location User Value Reason

Jan-12-2021 10:51:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATIONS

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Jan-12-2021 10:51:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NO

Initial Entry

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown, enter the
full trade or proprietary name. Include clarifying information in the Medication text (e.g., Ingredient(s), route, use,
formulation).

Date Location User Value Reason

Feb-24-2021 15:54:41
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Hayley
Wyper

Query 2: Closed Response satisfies
query

Feb-23-2021 14:54:18
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Data changed to
satisfy query

Feb-22-2021 12:28:49
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Hayley
Wyper

Query 2: Reissued:Opened CLINQUERY: Query
response on Disp FUP
page ("Subject
withdrew from study
before receiving
Covid Vaccine outside
of study") has led to

09
01

77
e1

96
ad

2f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:0
8 

(G
M

T
)

(b) (4)

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0839509



Page 709 of 720

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Deleted, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

*** THIS REPEATING FORM HAS BEEN DELETED ***

changes to that page,
which in turn impact
this entry. If subject
withdrew before
receiving vax, no
entry is now valid

Feb-19-2021 07:43:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 2: Answered Please clarify query =
this data was entered
in response to query

Feb-19-2021 00:12:16
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 2: Opened CLINQUERY: Per
Disp FUP page,
subject withdrew
from study prior to
receipt of a non-study
covid-19 vaccine. If
correct, please review
the entry of this
vaccine in the CRF
since received after
study end.

Feb-18-2021 09:14:13
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Hayley
Wyper

Query 2: Candidate CLINQUERY: Per
Disp FUP page,
subject withdrew
from study prior to
receipt of a non-study
covid-19 vaccine. If
correct, please review
the entry of this
vaccine in the CRF
since received after
study end.

Feb-08-2021 09:29:33
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Katherine
Liau

Query 1: Closed Response satisfies
query

Jan-29-2021 09:01:05
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered Covid vaccine
information
UNKNOWN

Jan-27-2021 14:39:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Katherine
Liau

Query 1: Opened GPD CLIN: Please
specify name of
COVID vaccine if
known. Thank you.09
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Jan-12-2021 10:51:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
COVID 19 VACCINE

Initial Entry

5. Date:

Date Location User Value Reason

Jan-12-2021 10:51:21
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Jan/12/2021

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-12-2021 10:48:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Jan/12/2021

Initial Entry
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Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Jan-12-2021 10:48:20
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Participant is NOT willing to return f
or Vaccination 3 OR otherwise not el
igible

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Jan-12-2021 10:47:49
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Jan/12/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Mar-04-2021 23:49:47
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 3: Closed Response satisfies
query

Mar-04-2021 08:32:27
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 3: Answered Other is correct
primary reason for
unblinding

Mar-03-2021 01:27:12
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 3: Opened IVRS Reconciliation:
Other is selected as
the primary reason for
unblinding but
matching blind break
is not captured in IRT.
Please correct primary
reason in Inform or
confirm as correct”.

Feb-17-2021 00:48:29
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 2: Closed Closed per instruction
from

17Feb2021.

Feb-03-2021 04:09:58
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 2: Reissued:Candidate Pending guidance
from IVRS POC

Feb-02-2021 15:48:09
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 2: Answered We need some
specific guidance for
completing the
INFORM screens.
Subject received
Covid vaccine outside
the study BEFORE
being unblinded. We
do not understand
what is being asked &
cannot move forward
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

without some
clarification.

Feb-01-2021 01:16:08
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 2: Opened IVRS Reconciliation:
BLIND BROKEN? Is
marked as ‘No’ at
IMPALA but
TREATMENT
UNBLINDED form is
completed. Please
confirm if Blind was
broken at Impala or
outside Impala with
detailed comment.
Thank you.

Jan-29-2021 10:16:38
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Hayley Wyper Query 1: Closed Response satisfies
query

Jan-29-2021 09:02:41
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
OTHER

If other, specify:

Participant requests to receive
vaccine outside of study

New Information

Jan-29-2021 09:00:03
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered Blind was broken due
to participant having
an appointment to
receive Covid 19
vaccine outside study
and participant
requesting unblinding
to avoid excess
vaccination.

Jan-28-2021 07:52:38
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Opened CLINQUERY: Please
clarify reason for
unblind. If treatment
unblind was
performed due to use
of (or planned use of)
non-study covid-19
vaccine (and not for
the purposes of study
revaccination), please
update status to
OTHER

Jan-27-2021 08:21:15 ACV0PFEINFP6000  Hayley Wyper Query 1: Candidate CLINQUERY: Please
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

(UTC-08:00) Pacific Time
(US & Canada)

clarify reason for
unblind. If treatment
unblind was
performed due to use
of (or planned use of)
non-study covid-19
vaccine (and not for
the purposes of study
revaccination), please
update status to
OTHER

Jan-12-2021 10:47:49
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
ASSESS ELIGIBILITY FOR AD
DITIONAL VACCINATION

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT - 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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Withdrawal of Consent Date :

Date Location User Value Reason

Feb-01-2021
18:35:50
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1: Cl
osed

Auto closed by
Validation Check:
VC_DS001_17

Feb-01-2021
14:41:14
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: A
nswered

Initial Entry

Feb-01-2021
14:41:14
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry
:
Jan/12/202
1

Initial Entry

Feb-01-2021
14:40:56
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry
:

Initial Entry

Jan-31-2021
22:24:15
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: R
eissued:Op
ened

DM : Status is
recorded as
WITHDRAWAL BY
SUBJECT on
DISPOSITION -
FOLLOW-UP form.
However,
Withdrawal of
Consent Date is Not
Applicable on
WITHDRAWAL OF
CONSENT CRF.
Please review and
update. Else, clarify.

Jan-29-2021
09:00:32
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Query 1: A
nswered

DATA ENTRY
ERROR
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT - 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: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Jan-29-2021
04:07:31
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1: O
pened

DMW6938493;Date
is not expected to be
Unknown or Not
Applicable. Please
review and update
appropriately or
clarify

Jan-12-2021
11:17:47
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry
:
Not Applic
able

Initial Entry

Jan-12-2021
11:17:39
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry
:

Transcription Error

Jan-12-2021
10:49:30
(UTC-08:00)
Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry
:
Jan/12/202
1

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Subject Status

Date Location User Value Reason

Jan-27-2021 12:56:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DISCONTINUED

Changed Information

Jan-12-2021 10:50:41
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DISCONTINUED

Initial Entry

Nov-05-2020 11:43:19
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DISCONTINUED

Changed Information

Nov-05-2020 11:07:10
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DISCONTINUED

Initial Entry

Sep-04-2020 10:33:25
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Sep-03-2020 15:21:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Jan-27-2021 12:56:40
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Jan/12/2021

Changed Information

Jan-12-2021 10:50:41
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Jan/12/2021

Initial Entry

Nov-05-2020 11:43:19
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Nov/2/2020

Changed Information

Nov-05-2020 11:07:10
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Nov/2/2020

Initial Entry

Sep-04-2020 10:33:25
(UTC-08:00) Pacific Time

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/3/2020
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

(US & Canada)

Sep-03-2020 15:21:54
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/3/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1270 Site Name: (1270) Kaiser Permanente Sacramento

Subject No: 12701057 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 18:51

Back to Form

1. Casebook Signature

Date Location User Value Reason

Nov-04-2020 12:42:34
(UTC-08:00) Pacific Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Click Here to Enable

Initial Entry
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