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Visit: COHORT_SELECTION Form: COHORT SELECTION

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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
Aug/19/2020
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Generated By: Generated Time (GMT): 29-Mar-2021 10:05

eCRF Audit Trail History

Demography

1. Subject ID [10571052]

2. Birth Date: /1953

3. Sex: FEMALE

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

5. Race: (Check X all that apply): BLACK OR AFRICAN AMERICAN

6. Racial Designation:
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/19/2020

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

Aug/19/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

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

[TYPE II DIABETES]

Start Date: Mar/18/1995

Ongoing: YES

1.b Line/MH Number: [2]

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

[HYPERTENSION]

Start Date: Aug/19/2018

Ongoing: YES

1.c Line/MH Number: [3]

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

[HYPERCHOLESTEROLEMIA]

Start Date: Aug/19/2018

Ongoing: YES

1.d Line/MH Number: [4]

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

[HYPOTHYROIDISM]

Start Date: Mar/18/1993

Ongoing: YES

1.e Line/MH Number: [5]

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

[CORONARY ARTERY DISEASE]

Start Date: Aug/19/2018

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

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

[OSTEOARTHRITIS]

Start Date: Mar/18/2003

Ongoing: YES

1.g Line/MH Number: [7]

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

[CHRONIC PAIN]

Start Date: Mar/18/2003

Ongoing: YES

1.h Line/MH Number: [8]

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

[CORONARY ARTERY BYPASS GRAFT]

Start Date: Aug/19/2018

Ongoing: NO

End Date:
Aug/19/2018

1.i Line/MH Number: [9]

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

[OBESITY]

Start Date: UNK/UNK/2000

Ongoing: YES

1.j Line/MH Number: [10]

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

[POST MENOPAUSAL]

Start Date: UNK/UNK/2008

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

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

[BILATERAL LEG EDEMA]

Start Date: UNK/UNK/2019

Ongoing: YES

1.l Line/MH Number: [12]

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

[MYOCARDIAL INFARCTION]

Start Date: Aug/19/2018

Ongoing: NO

End Date:
Aug/19/2018

1 m Line/MH Number: [13]

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

[RIGHT HEMITHYROIDECTOMY]

Start Date: UNK/UNK/2015

Ongoing: NO

End Date:
UNK/UNK/2015

1.n Line/MH Number: [14]

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

[DEPRESSION]

Start Date: UNK/UNK/2015

Ongoing: YES
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eCRF Audit Trail History

Vital Signs

1. Date: Aug/19/2020

2. Weight: [92.2]

3. Unit: kg

4. Height: [164.5]

5. Unit: cm

6. Body Mass Index: [34.1]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [36.1]

Unit: C

Temperature Location: ORAL CAVITY

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0916518



Page 11 of 796

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST
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Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and Address
(Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0916519



Page 12 of 796

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION
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eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/19/2020

2. Randomization Number: [233181]

3. Randomization Group: [ ]
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/19/2020

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP1GSK]

5.b Sample ID [BP1GSL]

5.c Sample ID [BP1GSM]

5.d Sample ID [BPJ0KP]

5.e Sample ID [BPJ0KR]
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/19/2020

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP1G9B]
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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: Aug/19/2020 12:25

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

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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Visit: V2_VAX2_L Form: DATE OF VISIT

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/9/2020

2. Erroneous Visit
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Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified
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Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

eCRF Audit Trail History

Vital Signs

1. Date: Sep/9/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [36.0]

Unit: C

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

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and Address
(Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/9/2020

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP1GH0]
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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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/9/2020 15:08

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

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

YES
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Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/21/2020 Comments

2. Erroneous Visit
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/21/2020

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 [BR0K0C]

5.b Sample ID [BR0K0D]

5.c Sample ID [BR0K0F]

5.d Sample ID [BS6GKB]

5.e Sample ID [BS6GKC]
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Header Text: c4591001

Visit: V4_MONTH6_L Form: DATE OF VISIT

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V5_MONTH12_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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
Oct/08/2020

Form: DATE OF VISIT - ILLNESS ONSET

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/8/2020

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
Oct/08/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Not Complete

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Oct/8/2020

2. Date of First Symptom Started: Sep/20/2020

3. Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Nov/1/2020

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 - Other09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0916539



Page 32 of 796

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Not Complete

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Form Version: 06-Jul-2020 21:54

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

#
Date of Co

llection
Specimen Typ

e
Specimen Collect

ion Location
Assay Code and Description Device Type

Form Instan
ce

 1. Oct/5/2020
 

SWABBED M
ATERIAL 

NASOPHARYNX
 

SEVERE ACUTE RESP SYNDR
OME CORONAVIRUS 2 

SARS-COV-2 DIAG
NOSTIC TEST 

Repeating
Pages

 2. Sep/23/202
0 

SWABBED M
ATERIAL 

NASOPHARYNX
 

SEVERE ACUTE RESP SYNDR
OME CORONAVIRUS 2 

SARS-COV-2 DIAG
NOSTIC TEST 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: MICROBIOLOGY SPECIMEN

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Microbiology Specimen

1. Actual Date of Collection: Oct/5/2020 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: Unknown Comments

7. Test Result: NEGATIVE Comments

8. Comments/Findings/Details: [ ] Comments

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: MICROBIOLOGY SPECIMEN

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. Actual Date of Collection: Sep/23/2020

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: [ ]

9. Trade Name Other, Specify: [CLIA certified lab SARS-CoV-2 by PCR]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE Comments

2. Sample Type NASAL_SWAB_SELF Comments

3. Sample Collected? NO Comments

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

[patient hospitalized] Comments

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? NO

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

[patient hospitalized]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: HEALTH CARE UTILIZATION

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

eCRF Audit Trail History

Health Care Utilization

1.a Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or Contacts: NO

1.b Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts: NO

1.c Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts: NO

1.d Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts: NO

1.e Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts: NO

1 f Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts: YES

Number of Visits or Contacts:
[1]

Health Care Utilization Other

2. Other Type of Practitioner Specify: [HOSPITALIZATION]

Health Care Utilization

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

YES

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

Visit: POT_COVID_ILL 1 Form: HOSPITALIZATION DETAILS

Form Version: 22-Apr-2020 21:02

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

# Hospitalization Category Hospitalization Term Admission Date Ongoing Form Instance

 1. HOSPITALIZATION STATUS  HOSPITAL   Sep/23/2020  NO
Discharge Date:

Sep/29/2020
 

Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: HOSPITALIZATION DETAILS

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form
eCRF Audit Trail History
Form Audit Trail

Hospitalization Details

1. Hospitalization Category: HOSPITALIZATION STATUS

2. Hospitalization Term: HOSPITAL

3. Admission Date: Sep/23/2020

4. Ongoing? NO

Discharge Date:
Sep/29/2020
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

#
Treatment Id

entifier
Con Non-Drug Treatment

s Pre-specified
Treatment Treatment

Start D
ate

Form Instanc
e

 1. 1  YES  HIGH FLOW OXYGEN
THERAPY 

HIGH FLOW OXYGEN
THERAPY 

Oct/1/2
020 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: RESPIRATORY TREATMENT

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Respiratory Treatment

1. What is the treatment Identifier? [1] Comments

2. Concomitant Non-drug Treatment
Pre-specified:

YES Comments

3. Treatment: HIGH FLOW OXYGEN THERAPY Comments

4. Treatment: [HIGH FLOW OXYGEN THERAPY] Comments

5. Start Date: Oct/1/2020 Comments

6. Ongoing? YES Comments
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: ILLNESS DETAILS

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

eCRF Audit Trail History

Illness Details

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

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

YES

Respiratory Illness Diagnosis:
[PNEUMONIA]

Date of Diagnosis:
Oct/6/2020

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

Form Version: 17-Jul-2020 21:55

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

# 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
Oct/08/2020

Form: ILLNESS DETAILS - SEVERE

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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: 30-Jul-2020 21:27

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

#
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
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 2. CLINICAL
CHEMISTR
Y 

St. Vincents Hospital Riverside
1 Shircliff Way Jacksonville FL
32204 

Sep/23/
2020 

BLOO
D 

Sponsor-Def
ined Identifi

er
Test:

Res
ult:

329  C Reactive Prot
ein_PX329 

[ ] 

30  Alanine Aminot
ransferase_PX3
0 

15 

28  Aspartate Amin
otransferase_PX
28 

40 

35  Alkaline Phosph
atase_PX35 

104
 

21  Bilirubin_PX21  0.4 

47  Blood Urea Nitr
ogen_PX47 

9 
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8 

0.9 
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er
Test:
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ult:

329  C Reactive Prot
ein_PX329 

[ ] 

30  Alanine Aminot
ransferase_PX3
0 

[ ] 

28  Aspartate Amin
otransferase_PX
28 

[ ] 

35  Alkaline Phosph
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[ ] 

21  Bilirubin_PX21  [ ] 
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6 
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 4. CLINICAL
CHEMISTR
Y 

St. Vincents Hospital Riverside
1 Shircliff Way Jacksonville FL
32204 

Sep/26/
2020 

BLOO
D 

Sponsor-Def
ined Identifi

er
Test:

Res
ult:

329  C Reactive Prot
ein_PX329 

[ ] 

30  Alanine Aminot
ransferase_PX3
0 

[ ] 

28  Aspartate Amin
otransferase_PX
28 

[ ] 

35  Alkaline Phosph
atase_PX35 

[ ] 

21  Bilirubin_PX21  [ ] 

47  Blood Urea Nitr
ogen_PX47 

5 

48  Creatinine_PX4
8 

0.9 
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 5. CLINICAL
CHEMISTR
Y 

St. Vincents Hospital Riverside
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32204 

Sep/27/
2020 

BLOO
D 
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er
Test:

Res
ult:

329  C Reactive Prot
ein_PX329 

[ ] 

30  Alanine Aminot
ransferase_PX3
0 

[ ] 

28  Aspartate Amin
otransferase_PX
28 

[ ] 

35  Alkaline Phosph
atase_PX35 

[ ] 

21  Bilirubin_PX21  [ ] 

47  Blood Urea Nitr
ogen_PX47 

8 
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 6. CLINICAL
CHEMISTR
Y 

St. Vincents Hospital Riverside
1 Shircliff Way Jacksonville FL
32204 

Sep/28/
2020 

BLOO
D 

Sponsor-Def
ined Identifi

er
Test:

Res
ult:

329  C Reactive Prot
ein_PX329 

[ ] 

30  Alanine Aminot
ransferase_PX3
0 

[ ] 

28  Aspartate Amin
otransferase_PX
28 

[ ] 

35  Alkaline Phosph
atase_PX35 

[ ] 

21  Bilirubin_PX21  [ ] 

47  Blood Urea Nitr
ogen_PX47 

16 

48  Creatinine_PX4
8 

1.3 
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D 

Sponsor-Def
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er
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Res
ult:

329  C Reactive Prot
ein_PX329 

[ ] 
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ransferase_PX3
0 

[ ] 

28  Aspartate Amin
otransferase_PX
28 

[ ] 

35  Alkaline Phosph
atase_PX35 

[ ] 

21  Bilirubin_PX21  [ ] 

47  Blood Urea Nitr
ogen_PX47 

19 

48  Creatinine_PX4
8 
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//
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4. Specimen Type: Not Done Comments

Lab Result
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[ ]
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[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done
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5.d Sponsor ID: Not Done

[ ]

Comments

Test: Alkaline Phosphatase_PX35

Result: Not Done

[ ]
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Not Done: Not Done Comments

LNMT Not Done
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Comments
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. Lab Panel: CLINICAL CHEMISTRY

2. Laboratory Name and Address [St. Vincents Hospital Riverside 1 Shircliff Way Jacksonville FL 32204]

3. Collection Date: Sep/23/2020

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: [15]

Not Done:

LNMT Low
[17]
High
[63]
Unit
U/L
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5.c Sponsor ID: [28]

Test: Aspartate Aminotransferase_PX28

Result: [40]

Not Done:

LNMT Low
[15]
High
[41]
Unit
U/L

5.d Sponsor ID: [35]

Test: Alkaline Phosphatase_PX35

Result: [104]

Not Done:

LNMT Low
[38]
High
[126]
Unit
U/L

5.e Sponsor ID: [21]

Test: Bilirubin_PX21

Result: [0.4]

Not Done:

LNMT Low
[0.3]
High
[1.8]
Unit
mg/dL
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5 f Sponsor ID: [47]

Test: Blood Urea Nitrogen_PX47

Result: [9]

Not Done:

LNMT Low
[7]
High
[25]
Unit
mg/dL

5.g Sponsor ID: [48]

Test: Creatinine_PX48

Result: [0.9]

Not Done:

LNMT Low
[0.6]
High
[1.2]
Unit
mg/dL
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. Lab Panel: CLINICAL CHEMISTRY

2. Laboratory Name and Address [St. Vincents Hospital Riverside 1 Shircliff Way Jacksonville FL 32204]

3. Collection Date: Sep/24/2020

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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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
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5 f Sponsor ID: [47]

Test: Blood Urea Nitrogen_PX47

Result: [6]

Not Done:

LNMT Low
[7]
High
[25]
Unit
mg/dL

5.g Sponsor ID: [48]

Test: Creatinine_PX48

Result: [0.8]

Not Done:

LNMT Low
[0.6]
High
[1.2]
Unit
mg/dL

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0916567



Page 60 of 796

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. Lab Panel: CLINICAL CHEMISTRY

2. Laboratory Name and Address [St. Vincents Hospital Riverside 1 Shircliff Way Jacksonville FL 32204]

3. Collection Date: Sep/26/2020

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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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
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5 f Sponsor ID: [47]

Test: Blood Urea Nitrogen_PX47

Result: [5]

Not Done:

LNMT Low
[7]
High
[25]
Unit
mg/dL

5.g Sponsor ID: [48]

Test: Creatinine_PX48

Result: [0.9]

Not Done:

LNMT Low
[0.6]
High
[1.2]
Unit
mg/dL
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Lab Chemistry Details

1. Lab Panel: CLINICAL CHEMISTRY

2. Laboratory Name and Address [St. Vincents Hospital Riverside 1 Shircliff Way Jacksonville FL 32204]

3. Collection Date: Sep/27/2020

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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Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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
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Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5 f Sponsor ID: [47]

Test: Blood Urea Nitrogen_PX47

Result: [8]

Not Done:

LNMT Low
[7]
High
[25]
Unit
mg/dL

5.g Sponsor ID: [48]

Test: Creatinine_PX48

Result: [1.0]

Not Done:

LNMT Low
[0.6]
High
[1.2]
Unit
mg/dL
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. Lab Panel: CLINICAL CHEMISTRY

2. Laboratory Name and Address [St. Vincents Hospital Riverside 1 Shircliff Way Jacksonville FL 32204]

3. Collection Date: Sep/28/2020

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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Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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
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Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5 f Sponsor ID: [47]

Test: Blood Urea Nitrogen_PX47

Result: [16]

Not Done:

LNMT Low
[7]
High
[25]
Unit
mg/dL

5.g Sponsor ID: [48]

Test: Creatinine_PX48

Result: [1.3]

Not Done:

LNMT Low
[0.6]
High
[1.2]
Unit
mg/dL
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
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Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. Lab Panel: CLINICAL CHEMISTRY

2. Laboratory Name and Address [St. Vincents Hospital Riverside 1 Shircliff Way Jacksonville FL 32204]

3. Collection Date: Sep/29/2020

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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Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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
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Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5 f Sponsor ID: [47]

Test: Blood Urea Nitrogen_PX47

Result: [19]

Not Done:

LNMT Low
[7]
High
[25]
Unit
mg/dL

5.g Sponsor ID: [48]

Test: Creatinine_PX48

Result: [1.4]

Not Done:

LNMT Low
[0.6]
High
[1.2]
Unit
mg/dL
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Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

#
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 

Not Do
ne 

Not Done  Not Do
ne 

Not Do
ne 

Not Done  Not Do
ne 
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ne 

Not Done  Not Do
ne 
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ne 
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ne 
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#
Category fo
r Lab Test

Vendor Name (DERIVED)
Collecti
on Date:

Specime
n Type

Lab Result
Form Instan

ce

 2. HEMATOL
OGY 

St. Vincents Hospital Riverside 1 S
hircliff Way Jacksonville FL 32204
 

Sep/23/2
020 

BLOOD
 

Sponsor-Defi
ned Identifie

r
Test:

Res
ult:

1  Hemoglobi
n_PX1 

8.2 

2  Hematocrit
_PX2 

27 

3  Erythrocyt
es_PX3 

[ ] 

5  Platelets_P
X5 

265 

7  Leukocytes
_PX7 

[ ] 

608  Neutrophil
s_PX608 

8.70
 

609  Eosinophil
s_PX609 

0.20
 

612  Monocytes
_PX612 

0.60
 

610  Basophils_
PX610 

0.10
 

611  Lymphocyt
es_PX611 

1.50
 

Repeating
Pages

 3. HEMATOL
OGY 

St. Vincents Hospital Riverside 1 S
hircliff Way Jacksonville FL 32204
 

Sep/24/2
020 

BLOOD
 

Sponsor-Defi
ned Identifie

r
Test:

Res
ult:

1  Hemoglobi
n_PX1 

8.6 

2  Hematocrit
_PX2 

28.4
 

3  Erythrocyt
es_PX3 

[ ] 

5  Platelets_P
X5 

250 

7  Leukocytes
_PX7 

[ ] 

Repeating
Pages
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Form Version: 10-Oct-2020 16:02

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

#
Category fo
r Lab Test

Vendor Name (DERIVED)
Collecti
on Date:

Specime
n Type

Lab Result
Form Instan

ce

Sponsor-Defi
ned Identifie

r
Test:

Res
ult:

608  Neutrophil
s_PX608 

77 

609  Eosinophil
s_PX609 

2 

612  Monocytes
_PX612 

6 

610  Basophils_
PX610 

1 

611  Lymphocyt
es_PX611 

15 

 4. HEMATOL
OGY 

St. Vincents Hospital Riverside 1 S
hircliff Way Jacksonville FL 32204
 

Sep/26/2
020 

BLOOD
 

Sponsor-Defi
ned Identifie

r
Test:

Res
ult:

1  Hemoglobi
n_PX1 

8.2 

2  Hematocrit
_PX2 

27.6
 

3  Erythrocyt
es_PX3 

[ ] 

5  Platelets_P
X5 

231 

7  Leukocytes
_PX7 

[ ] 

608  Neutrophil
s_PX608 

71 

609  Eosinophil
s_PX609 

2 

612  Monocytes
_PX612 

8 

610  Basophils_
PX610 

1 

611  Lymphocyt
es_PX611 

18 

Repeating
Pages
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Generated By: Generated Time (GMT): 29-Mar-2021 10:05

#
Category fo
r Lab Test

Vendor Name (DERIVED)
Collecti
on Date:

Specime
n Type

Lab Result
Form Instan

ce

 5. HEMATOL
OGY 

St. Vincents Hospital Riverside 1 S
hircliff Way Jacksonville FL 32204
 

Sep/27/2
020 

BLOOD
 

Sponsor-Defi
ned Identifie

r
Test:

Res
ult:

1  Hemoglobi
n_PX1 

8.1 

2  Hematocrit
_PX2 

26.8
 

3  Erythrocyt
es_PX3 

[ ] 

5  Platelets_P
X5 

201 

7  Leukocytes
_PX7 

[ ] 

608  Neutrophil
s_PX608 

73 

609  Eosinophil
s_PX609 

2 

612  Monocytes
_PX612 

9 

610  Basophils_
PX610 

1 

611  Lymphocyt
es_PX611 

15 

Repeating
Pages

 6. HEMATOL
OGY 

St. Vincents Hospital Riverside 1 S
hircliff Way Jacksonville FL 32204
 

Sep/28/2
020 

BLOOD
 

Sponsor-Defi
ned Identifie

r
Test:

Res
ult:

1  Hemoglobi
n_PX1 

8.0 

2  Hematocrit
_PX2 

26.6
 

3  Erythrocyt
es_PX3 

[ ] 

5  Platelets_P
X5 

197 

7  Leukocytes
_PX7 

[ ] 

Repeating
Pages
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Generated By: Generated Time (GMT): 29-Mar-2021 10:05

#
Category fo
r Lab Test

Vendor Name (DERIVED)
Collecti
on Date:

Specime
n Type

Lab Result
Form Instan

ce

Sponsor-Defi
ned Identifie

r
Test:

Res
ult:

608  Neutrophil
s_PX608 

72 

609  Eosinophil
s_PX609 

3 

612  Monocytes
_PX612 

10 

610  Basophils_
PX610 

1 

611  Lymphocyt
es_PX611 

14 

 7. HEMATOL
OGY 

St. Vincents Hospital Riverside 1 S
hircliff Way Jacksonville FL 32204
 

Sep/29/2
020 

BLOOD
 

Sponsor-Defi
ned Identifie

r
Test:

Res
ult:

1  Hemoglobi
n_PX1 

8.7 

2  Hematocrit
_PX2 

28.4
 

3  Erythrocyt
es_PX3 

[ ] 

5  Platelets_P
X5 

217 

7  Leukocytes
_PX7 

[ ] 

608  Neutrophil
s_PX608 

72 

609  Eosinophil
s_PX609 

3 

612  Monocytes
_PX612 

10 

610  Basophils_
PX610 

1 

611  Lymphocyt
es_PX611 

14 

Repeating
Pages
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Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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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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
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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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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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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 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.j Sponsor ID: Not Done

[ ]

Comments

Test: Lymphocytes_PX611

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. Lab Panel: HEMATOLOGY

2. Laboratory Name and Address [St. Vincents Hospital Riverside 1 Shircliff Way Jacksonville FL 32204]

3. Collection Date: Sep/23/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [1]

Test: Hemoglobin_PX1

Result: [8.2]

Not Done:

LNMT Low
[12.0]
High
[16.0]
Unit
g/dL

5.b Sponsor ID: [2]

Test: Hematocrit_PX2

Result: [27]

Not Done:

LNMT Low
[36.0]
High
[46.0]
Unit
%
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Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.c Sponsor ID: [3]

Test: Erythrocytes_PX3

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit

5.d Sponsor ID: [5]

Test: Platelets_PX5

Result: [265]

Not Done:

LNMT Low
[150]
High
[450]
Unit
10^3/uL

5.e Sponsor ID: [7]

Test: Leukocytes_PX7

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit
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Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5 f Sponsor ID: [608]

Test: Neutrophils_PX608

Result: [8.70]

Not Done:

LNMT Low
[36]
High
[70]
Unit
/uL

5.g Sponsor ID: [609]

Test: Eosinophils_PX609

Result: [0.20]

Not Done:

LNMT Low
[0]
High
[7]
Unit
/uL

5.h Sponsor ID: [612]

Test: Monocytes_PX612

Result: [0.60]

Not Done:

LNMT Low
[0]
High
[10]
Unit
/uL
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Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.i Sponsor ID: [610]

Test: Basophils_PX610

Result: [0.10]

Not Done:

LNMT Low
[0]
High
[2]
Unit
/uL

5.j Sponsor ID: [611]

Test: Lymphocytes_PX611

Result: [1.50]

Not Done:

LNMT Low
[25]
High
[45]
Unit
/uL
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
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Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. Lab Panel: HEMATOLOGY

2. Laboratory Name and Address [St. Vincents Hospital Riverside 1 Shircliff Way Jacksonville FL 32204]

3. Collection Date: Sep/24/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [1]

Test: Hemoglobin_PX1

Result: [8.6]

Not Done:

LNMT Low
[12.0]
High
[16.0]
Unit
g/L

5.b Sponsor ID: [2]

Test: Hematocrit_PX2

Result: [28.4]

Not Done:

LNMT Low
[36.0]
High
[46.0]
Unit
%
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Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.c Sponsor ID: [3]

Test: Erythrocytes_PX3

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit

5.d Sponsor ID: [5]

Test: Platelets_PX5

Result: [250]

Not Done:

LNMT Low
[150]
High
[450]
Unit
10^3/uL

5.e Sponsor ID: [7]

Test: Leukocytes_PX7

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit
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Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5 f Sponsor ID: [608]

Test: Neutrophils_PX608

Result: [77]

Not Done:

LNMT Low
[36]
High
[70]
Unit
%

5.g Sponsor ID: [609]

Test: Eosinophils_PX609

Result: [2]

Not Done:

LNMT Low
[0]
High
[7]
Unit
%

5.h Sponsor ID: [612]

Test: Monocytes_PX612

Result: [6]

Not Done:

LNMT Low
[0]
High
[10]
Unit
%
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.i Sponsor ID: [610]

Test: Basophils_PX610

Result: [1]

Not Done:

LNMT Low
[0]
High
[2]
Unit
%

5.j Sponsor ID: [611]

Test: Lymphocytes_PX611

Result: [15]

Not Done:

LNMT Low
[25]
High
[45]
Unit
%
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. Lab Panel: HEMATOLOGY

2. Laboratory Name and Address [St. Vincents Hospital Riverside 1 Shircliff Way Jacksonville FL 32204]

3. Collection Date: Sep/26/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [1]

Test: Hemoglobin_PX1

Result: [8.2]

Not Done:

LNMT Low
[12]
High
[16]
Unit
g/dL

5.b Sponsor ID: [2]

Test: Hematocrit_PX2

Result: [27.6]

Not Done:

LNMT Low
[36]
High
[46]
Unit
%
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
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Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.c Sponsor ID: [3]

Test: Erythrocytes_PX3

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit

5.d Sponsor ID: [5]

Test: Platelets_PX5

Result: [231]

Not Done:

LNMT Low
[150]
High
[450]
Unit
10^3/uL

5.e Sponsor ID: [7]

Test: Leukocytes_PX7

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit
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Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5 f Sponsor ID: [608]

Test: Neutrophils_PX608

Result: [71]

Not Done:

LNMT Low
[36]
High
[70]
Unit
%

5.g Sponsor ID: [609]

Test: Eosinophils_PX609

Result: [2]

Not Done:

LNMT Low
[0]
High
[7]
Unit
%

5.h Sponsor ID: [612]

Test: Monocytes_PX612

Result: [8]

Not Done:

LNMT Low
[0]
High
[10]
Unit
%
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.i Sponsor ID: [610]

Test: Basophils_PX610

Result: [1]

Not Done:

LNMT Low
[0]
High
[2]
Unit
%

5.j Sponsor ID: [611]

Test: Lymphocytes_PX611

Result: [18]

Not Done:

LNMT Low
[25]
High
[45]
Unit
%
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. Lab Panel: HEMATOLOGY

2. Laboratory Name and Address [St. Vincents Hospital Riverside 1 Shircliff Way Jacksonville FL 32204]

3. Collection Date: Sep/27/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [1]

Test: Hemoglobin_PX1

Result: [8.1]

Not Done:

LNMT Low
[12]
High
[16]
Unit
g/dL

5.b Sponsor ID: [2]

Test: Hematocrit_PX2

Result: [26.8]

Not Done:

LNMT Low
[36]
High
[46]
Unit
%
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Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.c Sponsor ID: [3]

Test: Erythrocytes_PX3

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit

5.d Sponsor ID: [5]

Test: Platelets_PX5

Result: [201]

Not Done:

LNMT Low
[150]
High
[450]
Unit
10^3/uL

5.e Sponsor ID: [7]

Test: Leukocytes_PX7

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit
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Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5 f Sponsor ID: [608]

Test: Neutrophils_PX608

Result: [73]

Not Done:

LNMT Low
[36]
High
[70]
Unit
%

5.g Sponsor ID: [609]

Test: Eosinophils_PX609

Result: [2]

Not Done:

LNMT Low
[0]
High
[7]
Unit
%

5.h Sponsor ID: [612]

Test: Monocytes_PX612

Result: [9]

Not Done:

LNMT Low
[0]
High
[10]
Unit
%
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Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.i Sponsor ID: [610]

Test: Basophils_PX610

Result: [1]

Not Done:

LNMT Low
[0]
High
[2]
Unit
%

5.j Sponsor ID: [611]

Test: Lymphocytes_PX611

Result: [15]

Not Done:

LNMT Low
[25]
High
[45]
Unit
%
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Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. Lab Panel: HEMATOLOGY

2. Laboratory Name and Address [St. Vincents Hospital Riverside 1 Shircliff Way Jacksonville FL 32204]

3. Collection Date: Sep/28/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [1]

Test: Hemoglobin_PX1

Result: [8.0]

Not Done:

LNMT Low
[12]
High
[16]
Unit
g/dL

5.b Sponsor ID: [2]

Test: Hematocrit_PX2

Result: [26.6]

Not Done:

LNMT Low
[36]
High
[46]
Unit
%
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Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.c Sponsor ID: [3]

Test: Erythrocytes_PX3

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit

5.d Sponsor ID: [5]

Test: Platelets_PX5

Result: [197]

Not Done:

LNMT Low
[150]
High
[450]
Unit
10^3/uL

5.e Sponsor ID: [7]

Test: Leukocytes_PX7

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit
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Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5 f Sponsor ID: [608]

Test: Neutrophils_PX608

Result: [72]

Not Done:

LNMT Low
[36]
High
[70]
Unit
%

5.g Sponsor ID: [609]

Test: Eosinophils_PX609

Result: [3]

Not Done:

LNMT Low
[0]
High
[7]
Unit
%

5.h Sponsor ID: [612]

Test: Monocytes_PX612

Result: [10]

Not Done:

LNMT Low
[0]
High
[10]
Unit
%
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.i Sponsor ID: [610]

Test: Basophils_PX610

Result: [1]

Not Done:

LNMT Low
[0]
High
[2]
Unit
%

5.j Sponsor ID: [611]

Test: Lymphocytes_PX611

Result: [14]

Not Done:

LNMT Low
[25]
High
[45]
Unit
%
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. Lab Panel: HEMATOLOGY

2. Laboratory Name and Address [St. Vincents Hospital Riverside 1 Shircliff Way Jacksonville FL 32204]

3. Collection Date: Sep/29/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [1]

Test: Hemoglobin_PX1

Result: [8.7]

Not Done:

LNMT Low
[12]
High
[16]
Unit
g/dL

5.b Sponsor ID: [2]

Test: Hematocrit_PX2

Result: [28.4]

Not Done:

LNMT Low
[36]
High
[46]
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.c Sponsor ID: [3]

Test: Erythrocytes_PX3

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit

5.d Sponsor ID: [5]

Test: Platelets_PX5

Result: [217]

Not Done:

LNMT Low
[150]
High
[450]
Unit
10^3/uL

5.e Sponsor ID: [7]

Test: Leukocytes_PX7

Result: [ ]

Not Done: NOT DONE

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5 f Sponsor ID: [608]

Test: Neutrophils_PX608

Result: [72]

Not Done:

LNMT Low
[36]
High
[70]
Unit
%

5.g Sponsor ID: [609]

Test: Eosinophils_PX609

Result: [3]

Not Done:

LNMT Low
[0]
High
[7]
Unit
%

5.h Sponsor ID: [612]

Test: Monocytes_PX612

Result: [10]

Not Done:

LNMT Low
[0]
High
[10]
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.i Sponsor ID: [610]

Test: Basophils_PX610

Result: [1]

Not Done:

LNMT Low
[0]
High
[2]
Unit
%

5.j Sponsor ID: [611]

Test: Lymphocytes_PX611

Result: [14]

Not Done:

LNMT Low
[25]
High
[45]
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: VITAL SIGNS - COVID

Form Version: 30-Jul-2020 21:27

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

# Date: Vital Signs Details Form Instance

 1. DELETED Not Done  Record Identifier: Systolic: Diastolic:

Not Done     

Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: VITAL SIGNS - COVID

Form Version: 10-Oct-2020 15:59

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

# Date: Vital Signs Details Form Instance

 2. DELETED Sep/23/2020  Record Identifier: Systolic: Diastolic:

1  172  98 

Repeating Pages

 3. DELETED Sep/23/2020  Record Identifier: Systolic: Diastolic:

1  178  98 

Repeating Pages

 4. DELETED Sep/23/2020  Record Identifier: Systolic: Diastolic:

1  145  89 

Repeating Pages

 5. DELETED Sep/23/2020  Record Identifier: Systolic: Diastolic:

1  133  62 

Repeating Pages

 6. DELETED Sep/23/2020  Record Identifier: Systolic: Diastolic:

1  133  62 

Repeating Pages

 7. DELETED Sep/23/2020  Record Identifier: Systolic: Diastolic:

1  133  62 

Repeating Pages

 8. Sep/28/2020  Record Identifier: Systolic: Diastolic:

1  99  54 

Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: VITAL SIGNS - COVID

Form Version: 14-Jan-2021 02:17

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

# Date: Vital Signs Details Form Instance

 9. Sep/23/2020  Record Identifier: Systolic: Diastolic:

1  133  62 

Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

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

Vital Signs

1. Date: Not Done

//

Comments

Vital Signs Details

2.a Record Identifier: 1

Systolic: [ ] Comments

Diastolic: [ ] Comments

Respiratory Rate in
respirations/minute:

[ ] Comments

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Sep/23/2020

Vital Signs Details

2.a Record Identifier: 1

Systolic: [172] Comments

Diastolic: [98] Comments

Respiratory Rate in
respirations/minute:

[20] Comments

Heart Rate in beats/minute: [99] Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Sep/23/2020

Vital Signs Details

2.a Record Identifier: 1

Systolic: [178] Comments

Diastolic: [98] Comments

Respiratory Rate in
respirations/minute:

[20] Comments

Heart Rate in beats/minute: [119] Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Sep/23/2020

Vital Signs Details

2.a Record Identifier: 1

Systolic: [145] Comments

Diastolic: [89] Comments

Respiratory Rate in
respirations/minute:

[20] Comments

Heart Rate in beats/minute: [110] Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Sep/23/2020

Vital Signs Details

2.a Record Identifier: 1

Systolic: [133] Comments

Diastolic: [62] Comments

Respiratory Rate in
respirations/minute:

[16] Comments

Heart Rate in beats/minute: [88] Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Sep/23/2020

Vital Signs Details

2.a Record Identifier: 1

Systolic: [133] Comments

Diastolic: [62] Comments

Respiratory Rate in
respirations/minute:

[16] Comments

Heart Rate in beats/minute: [88] Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Sep/23/2020

Vital Signs Details

2.a Record Identifier: 1

Systolic: [133] Comments

Diastolic: [62] Comments

Respiratory Rate in
respirations/minute:

[16] Comments

Heart Rate in beats/minute: [88] Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Sep/28/2020

Vital Signs Details

2.a Record Identifier: 1

Systolic: [99]

Diastolic: [54]

Respiratory Rate in
respirations/minute:

[18]

Heart Rate in beats/minute: [78]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Sep/23/2020

Vital Signs Details

2.a Record Identifier: 1

Systolic: [133]

Diastolic: [62]

Respiratory Rate in
respirations/minute:

[20]

Heart Rate in beats/minute: [119]
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Header Text: c4591001

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

Form Version: 30-Jul-2020 21:28

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

# Date: Vital Signs Details Form Instance

 1. DELETED   Record Identifier: Oxygen Saturation

Not Done   

Repeating Pages
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Header Text: c4591001

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

Form Version: 10-Oct-2020 16:04

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

# Date: Vital Signs Details Form Instance

 2. Sep/23/2020  Record Identifier: Oxygen Saturation

1  98.0 

Repeating Pages

 3. DELETED Sep/23/2020  Record Identifier: Oxygen Saturation

1  100.0 

Repeating Pages

 4. DELETED Sep/23/2020  Record Identifier: Oxygen Saturation

1  99.0 

Repeating Pages

 5. DELETED Sep/23/2020  Record Identifier: Oxygen Saturation

1  98.0 

Repeating Pages

 6. DELETED Sep/23/2020  Record Identifier: Oxygen Saturation

1  98.0 

Repeating Pages

 7. DELETED Sep/23/2020  Record Identifier: Oxygen Saturation

1  98.0 

Repeating Pages

 8. Sep/28/2020  Record Identifier: Oxygen Saturation

1  100.0 

Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

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

Vital Signs

1. Date: // Comments

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [ ] Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Sep/23/2020

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [98.0] Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Sep/23/2020

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [100.0] Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Sep/23/2020

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [99.0] Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Sep/23/2020

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [98.0] Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Sep/23/2020

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [98.0] Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Sep/23/2020

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [98.0] Comments

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0916635



Page 128 of 796

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Sep/28/2020

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [100.0]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

# 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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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: OXYGENATION PARAMETERS

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

#
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
e 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

#
Date of
Assessm

ent

Location of
Assessment

Imaging
Method

Overall Assessment
Form Insta

nce

 1. Not Don
e 

Not Done  Not Done  Not Done  Repeating
Pages

 2. Sep/23/2
020 

CHEST  X-RAY  ABNORMAL
If abnormal, specify findings:

Impression: bilateral mid to lower lung airspace opacities differential
includes atelectasis versus pneumonia.

 

Repeating
Pages

 3. Sep/23/2
020 

CHEST  OTHER
If other, s
pecify:

EKG
 

ABNORMAL
If abnormal, specify findings:

Sinus tachycardia, incomplete right bundle branch block, probably le
ft atrial enlargement, inferior infarct, old.

 

Repeating
Pages

 4. Sep/24/2
020 

CHEST  OTHER
If other, s
pecify:

ECHO
 

NORMAL  Repeating
Pages

 5. Sep/24/2
020 

OTHER
If other, sp
ecify:

Gastroint
estinal

 

OTHER
If other, s
pecify:

EGD
 

NORMAL  Repeating
Pages

 6. Sep/28/2
020 

CHEST  OTHER
If other, s
pecify:

Stress
EKG

 

NORMAL  Repeating
Pages

 7. Sep/26/2
020 

CHEST  X-RAY  ABNORMAL
If abnormal, specify findings:

Impression: Stable bilateral airspace opacities. Small bilateral pleura
l effusions. No pneumothorax.

 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

#
Date of
Assessm

ent

Location of
Assessment

Imaging
Method

Overall Assessment
Form Insta

nce

 8. Sep/23/2
020 

CHEST  OTHER
If other, s
pecify:

CT An
giograp
hy

 

ABNORMAL
If abnormal, specify findings:

Impression: Bilateral patchy and linear opacities. This is limited in e
valuation but differential includes scar, atelectatisis versus infectious
/inflammatory process or edema.

 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: IMAGING

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: IMAGING

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. Date of Assessment: Sep/23/2020

2. Location of Assessment: CHEST

3. Type of Imaging Exam: X-RAY

4. Assessment: ABNORMAL

If abnormal, specify findings:
[Impression: bilateral mid to lower lung airspace opacities differential includes
atelectasis versus pneumonia.]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: IMAGING

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. Date of Assessment: Sep/23/2020

2. Location of Assessment: CHEST

3. Type of Imaging Exam: OTHER

If other, specify:
[EKG]

4. Assessment: ABNORMAL

If abnormal, specify findings:
[Sinus tachycardia, incomplete right bundle branch block, probably left atrial
enlargement, inferior infarct, old.]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: IMAGING

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. Date of Assessment: Sep/24/2020

2. Location of Assessment: CHEST

3. Type of Imaging Exam: OTHER

If other, specify:
[ECHO]

4. Assessment: NORMAL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: IMAGING

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. Date of Assessment: Sep/24/2020

2. Location of Assessment: OTHER

If other, specify:
[Gastrointestinal]

3. Type of Imaging Exam: OTHER

If other, specify:
[EGD]

4. Assessment: NORMAL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: IMAGING

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. Date of Assessment: Sep/28/2020

2. Location of Assessment: CHEST

3. Type of Imaging Exam: OTHER

If other, specify:
[Stress EKG]

4. Assessment: NORMAL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: IMAGING

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. Date of Assessment: Sep/26/2020

2. Location of Assessment: CHEST

3. Type of Imaging Exam: X-RAY

4. Assessment: ABNORMAL

If abnormal, specify findings:
[Impression: Stable bilateral airspace opacities. Small bilateral pleural effusions.
No pneumothorax.]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: IMAGING

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. Date of Assessment: Sep/23/2020

2. Location of Assessment: CHEST

3. Type of Imaging Exam: OTHER

If other, specify:
[CT Angiography]

4. Assessment: ABNORMAL

If abnormal, specify findings:
[Impression: Bilateral patchy and linear opacities. This is limited in evaluation but
differential includes scar, atelectatisis versus infectious/inflammatory process or
edema.]
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Nov/12/2020

Form: DATE OF VISIT - ILLNESS ONSET

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/12/2020

2. Erroneous Visit ERRONEOUS VISIT

COVID-19 Illness Visit

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

Visit: POT_COVID_ILL 2 Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

#
Date of Collecti

on
Specimen Ty

pe
Specimen Collection Locat

ion
Assay Code and Descript

ion
Device Typ

e
Form Instance

 1.           Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Nov/12/2020

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54 Form Status: Not Started

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Microbiology Specimen

1. Actual Date of Collection: //

2. Specimen Type:

3. Specimen Collection Location:

4. Assay Code and Description:

5. Device Type:

6. Trade Name:

7. Test Result:

8. Comments/Findings/Details: [ ]

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

Visit: POT_COVID_ILL 2 Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

 1.           Repeating Pages
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Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Nov/12/2020

Form: RESPIRATORY TREATMENT

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Respiratory Treatment

1. What is the treatment Identifier? [ ]

2. Concomitant Non-drug Treatment
Pre-specified:

3. Treatment:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

 1.         Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Nov/12/2020

Form: ILLNESS DETAILS - SEVERE

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Illness Details

1. Category of Clinical Event:

2. Subcategory of Clinical Event:

3. Was a diagnosis obtained?

4. Toxicity Grade:
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Header Text: c4591001

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

Form Version: 30-Jul-2020 21:27

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

#
Category for Lab

Test
Vendor Na

me
Collection Da

te:
Specimen Ty

pe
Lab Result Form Instance

 1.         Sponsor-Defined Iden
tifier

Test
:

Resul
t:

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Nov/12/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 30-Jul-2020 21:27 Form Status: Not Started

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Lab Chemistry Details

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

Not Done:

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

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

Form Version: 30-Jul-2020 21:28

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

#
Category for La

b Test
Vendor Name (DE

RIVED)
Collection

Date:
Specimen

Type
Lab Result

Form Instanc
e

 1.         Sponsor-Defined Id
entifier

Tes
t:

Resul
t:

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Nov/12/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 30-Jul-2020 21:28 Form Status: Not Started

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Laboratory Data Hematology

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

Not Done:

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

Visit: POT_COVID_ILL 2 Form: VITAL SIGNS - COVID

Form Version: 30-Jul-2020 21:27

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

# Date: Vital Signs Details Form Instance

 1.   Record Identifier: Systolic: Diastolic: Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Nov/12/2020

Form: VITAL SIGNS - COVID

Form Version: 30-Jul-2020 21:27 Form Status: Not Started

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Systolic: [ ]

Diastolic: [ ]

Respiratory Rate in
respirations/minute:

[ ]

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

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

Form Version: 30-Jul-2020 21:28

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

# Date: Vital Signs Details Form Instance

 1.   Record Identifier: Oxygen Saturation Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Nov/12/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 30-Jul-2020 21:28 Form Status: Not Started

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

SPO2 Pulse Oximetry % [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

 1.       Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Nov/12/2020

Form: OXYGENATION PARAMETERS

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Oxygenation Parameters

1. Date Time of Assessment: //

2. Arterial Blood Gases PaO2 (mmHg): [ ]

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

Visit: POT_COVID_ILL 2 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

#
Sponsor-Defined Ide

ntifier
Category for Medi

cation
Concomitant Medications Pre

-specified
Name of Medic

ation
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Nov/12/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

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

[ ]

5. Start Date: //

6. Ongoing?

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0916669



Page 162 of 796

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

 1.         Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Nov/12/2020

Form: IMAGING

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Imaging

1. Date of Assessment: //

2. Location of Assessment:

3. Type of Imaging Exam:

4. Assessment:
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/12/2020

Form: DATE OF VISIT - ILLNESS CONVALESCENT

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/12/2020

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A1

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0916672



Page 165 of 796

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/12/2020

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Nov/12/2020

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 [BR0KT2]

5.b Sample ID [BR0KT3]

5.c Sample ID [BR0KT4]

5.d Sample ID [BLBSSK]

5.e Sample ID [BLBSSL]
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Header Text: c4591001

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

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Unplanned Assessments

1. Assessments
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Header Text: c4591001

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

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

eCRF Audit Trail History

Disposition - Treatment

1. Date of Completion/Discontinuation
/Death :

Oct/21/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

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

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

eCRF Audit Trail History

Disposition - Follow-Up

1. Date of Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

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

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

# Category
AE Identifi

er
Adverse Eve

nt
Start Date

Is the Adverse Event Still Ong
oing

Form Instance

 1. ADVERSE EVE
NT 

1  PNEUMONI
A 

Sep/20/2020 UNK:U
NK 

NO
End Date Time:

Oct/4/2020 08:00
 

Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

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

[PNEUMONIA]

4. Start Date Time: Sep/20/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Oct/4/2020 08:00

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

YES

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

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

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

Is this serious event life threatening?
NO

Other medically important serious event
NO

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

NO

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:
[COMMUNITY ACQUIRED PNEUMONIA]09
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Generated By: Generated Time (GMT): 29-Mar-2021 10:05

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? NO

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

RECOVERED/RESOLVED

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

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[2020385783]
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#
Categor

y
Medication Err
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Is the medication error Still On
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Study Medication Errors Ac

tion
Form Instance
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Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment given?

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

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

10. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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#
Sponsor-Defined Ide

ntifier
Category for Medi

cation
Concomitant Medications Pre

-specified
Name of Medic

ation
Start D

ate
Form Instanc

e
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Pages
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Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

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

[ ]

5. Date: //
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#
Sponsor-Defined Id
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Category for Med
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Form Instanc

e

 1.           Repeating
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Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

 1.           Repeating Pages
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Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

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

 1.     Repeating Pages
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Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

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

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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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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Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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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Form: DATE OF VISIT

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/20/2021

2. Erroneous Visit
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Form Comments
eCRF Audit Trail History

Further Vaccination Confirmation

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

Participant is willing to return for Vaccination 3

Participant is:
eligible per other protocol allowance(s) and confirmed to have
received only placebo at Vaccination 1/2

Comments
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Form Comments
eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/20/2021 Comments

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION Comments
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Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Death Details

1. Date of Collection / Notification of
Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 10-Dec-2020 02:31 Form Status: Not Started

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Informed Consent - Further Vaccination

1. Consent Was:
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Header Text: c4591001

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

Form Version: 10-Dec-2020 02:30 Form Status: Not Started

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Exclusion Criteria Met

2. Description of Exclusion Criterion
Met
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Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Not Started

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Disposition - Screening for Further Vaccination

1. Date of Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Oct/21/2020
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

eCRF Audit Trail History

Casebook Signature Form

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

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Audit Trail

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

Name Signature
Meaning

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

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

Form Aug-19-2020 17:19:51 (UTC-05:00) Eastern Time
(US & Canada)

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

Form Aug-19-2020 17:24:02 (UTC-05:00) Eastern Time
(US & Canada)

NOT WOCBP

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

1 Aug-19-2020 17:24:02 (UTC-05:00) Eastern Time
(US & Canada)

NOT WOCBP

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

2 Aug-19-2020 17:24:02 (UTC-05:00) Eastern Time
(US & Canada)

NOT WOCBP

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

3 Aug-19-2020 17:24:02 (UTC-05:00) Eastern Time
(US & Canada)

NOT WOCBP

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

4 Aug-19-2020 17:24:02 (UTC-05:00) Eastern Time
(US & Canada)

NOT WOCBP

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

5 Aug-19-2020 17:24:02 (UTC-05:00) Eastern Time
(US & Canada)

NOT WOCBP

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

6.a Aug-19-2020 17:24:02 (UTC-05:00) Eastern Time
(US & Canada)

NOT WOCBP

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

6.a Aug-19-2020 17:24:02 (UTC-05:00) Eastern Time
(US & Canada)

NOT WOCBP

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

6.a Aug-19-2020 17:24:02 (UTC-05:00) Eastern Time
(US & Canada)

NOT WOCBP

Not Applicable
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

Form Sep-10-2020 12:43:18 (UTC-05:00) Eastern Time
(US & Canada)

Not a WOCBP

Not Applicable
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

1 Sep-10-2020 12:43:18 (UTC-05:00) Eastern Time
(US & Canada)

Not a WOCBP

Not Applicable
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

2 Sep-10-2020 12:43:18 (UTC-05:00) Eastern Time
(US & Canada)

Not a WOCBP

Not Applicable
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

3 Sep-10-2020 12:43:18 (UTC-05:00) Eastern Time
(US & Canada)

Not a WOCBP

Not Applicable
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

4 Sep-10-2020 12:43:18 (UTC-05:00) Eastern Time
(US & Canada)

Not a WOCBP

Not Applicable
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

5 Sep-10-2020 12:43:18 (UTC-05:00) Eastern Time
(US & Canada)
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Not Applicable
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

6.a Sep-10-2020 12:43:18 (UTC-05:00) Eastern Time
(US & Canada)

Not a WOCBP

Not Applicable
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Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

6.a Sep-10-2020 12:43:18 (UTC-05:00) Eastern Time
(US & Canada)

Not a WOCBP

Not Applicable
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

6.a Sep-10-2020 12:43:18 (UTC-05:00) Eastern Time
(US & Canada)

Not a WOCBP

Not Applicable
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Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

1 Oct-21-2020 16:35:26 (UTC-05:00) Eastern Time
(US & Canada)

Due to delay criteria/SAE visit 3 was out of
window
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

Form Oct-14-2020 17:17:06 (UTC-05:00) Eastern Time
(US & Canada)

Form Oct-13-2020 13:23:32 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

1 Oct-14-2020 17:17:06 (UTC-05:00) Eastern Time
(US & Canada)

1 Oct-13-2020 13:23:32 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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(b) (4), (b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0916736
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

2 Oct-14-2020 17:17:06 (UTC-05:00) Eastern Time
(US & Canada)

2 Oct-13-2020 13:23:32 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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(b) (4), (b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0916737
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

3 Oct-14-2020 17:17:06 (UTC-05:00) Eastern Time
(US & Canada)

3 Oct-13-2020 13:23:32 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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(b) (4), (b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0916738
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

4 Oct-14-2020 17:17:06 (UTC-05:00) Eastern Time
(US & Canada)

4 Oct-13-2020 13:23:32 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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(b) (4), (b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0916739
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

5 Oct-14-2020 17:17:06 (UTC-05:00) Eastern Time
(US & Canada)

5 Oct-13-2020 13:23:32 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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(b) (4), (b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0916740
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

6 Oct-14-2020 17:19:08 (UTC-05:00) Eastern Time
(US & Canada)

Unknown

6 Oct-14-2020 17:17:06 (UTC-05:00) Eastern Time
(US & Canada)

6 Oct-13-2020 13:23:32 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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(b) (4), (b) (6)

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

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

(b) (4)

FDA-CBER-2021-5683-0916741
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

7 Oct-14-2020 17:17:06 (UTC-05:00) Eastern Time
(US & Canada)

7 Oct-13-2020 13:23:32 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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(b) (4), (b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0916742
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

8 Oct-14-2020 17:17:06 (UTC-05:00) Eastern Time
(US & Canada)

8 Oct-13-2020 13:23:32 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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(b) (4), (b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0916743
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

9 Oct-14-2020 17:17:06 (UTC-05:00) Eastern Time
(US & Canada)

9 Oct-13-2020 13:23:32 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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(b) (4), (b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0916744
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

Form Nov-04-2020 09:48:31 (UTC-05:00) Eastern Time
(US & Canada)

Form Oct-13-2020 13:23:59 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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(b) (6)

(b) (4)

FDA-CBER-2021-5683-0916745
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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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

1 Nov-04-2020 09:48:31 (UTC-05:00) Eastern Time
(US & Canada)

1 Oct-13-2020 13:23:59 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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(b) (4), (b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0916746
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***Confidential***

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

2 Nov-04-2020 09:48:31 (UTC-05:00) Eastern Time
(US & Canada)

2 Oct-13-2020 13:23:59 (UTC-05:00) Eastern Time
(US & Canada)

Not Done

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

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

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

(b) (4)

FDA-CBER-2021-5683-0916747
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***Confidential***

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

3 Nov-04-2020 09:48:31 (UTC-05:00) Eastern Time
(US & Canada)

3 Oct-13-2020 13:23:59 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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(b) (4), (b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0916748
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***Confidential***

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

4 Nov-04-2020 09:48:31 (UTC-05:00) Eastern Time
(US & Canada)

4 Oct-13-2020 13:23:59 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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(b) (4), (b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0916749
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: RESPIRATORY TREATMENT - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

Form Oct-08-2020 17:26:21 (UTC-05:00) Eastern Time
(US & Canada)

Form Oct-08-2020 17:26:08 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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(b) (4), 
(b) (6)

(b) (4)

FDA-CBER-2021-5683-0916750
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: RESPIRATORY TREATMENT - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

1 Oct-08-2020 17:26:21 (UTC-05:00) Eastern Time
(US & Canada)

1 Oct-08-2020 17:26:08 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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(b) (4), (b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0916751
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: RESPIRATORY TREATMENT - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

2 Oct-08-2020 17:26:21 (UTC-05:00) Eastern Time
(US & Canada)

2 Oct-08-2020 17:26:08 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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(b) (4), (b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0916752



Page 245 of 796

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: RESPIRATORY TREATMENT - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

3 Oct-08-2020 17:26:21 (UTC-05:00) Eastern Time
(US & Canada)

3 Oct-08-2020 17:26:08 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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(b) (4), (b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0916753
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: RESPIRATORY TREATMENT - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

4 Oct-08-2020 17:26:21 (UTC-05:00) Eastern Time
(US & Canada)

4 Oct-08-2020 17:26:08 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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(b) (4), (b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0916754
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: RESPIRATORY TREATMENT - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

5 Oct-08-2020 17:26:21 (UTC-05:00) Eastern Time
(US & Canada)

5 Oct-08-2020 17:26:08 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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(b) (4), (b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0916755
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: RESPIRATORY TREATMENT - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

6 Oct-08-2020 17:26:21 (UTC-05:00) Eastern Time
(US & Canada)

6 Oct-08-2020 17:26:08 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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(b) (4), (b) (6)

(b) (4)

FDA-CBER-2021-5683-0916756



Page 249 of 796

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: ILLNESS DETAILS - SEVERE - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

Form Oct-13-2020 13:24:38 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: ILLNESS DETAILS - SEVERE - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

1 Oct-13-2020 13:24:38 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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FDA-CBER-2021-5683-0916758
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: ILLNESS DETAILS - SEVERE - Comments

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
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(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Item Date User Comment

2.a Nov-16-2020 09:02:26 (UTC-05:00) Eastern Time
(US & Canada)

time 1045
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Item Date User Comment

2.a Nov-16-2020 09:07:59 (UTC-05:00) Eastern Time
(US & Canada)

time 1145
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FDA-CBER-2021-5683-0916862
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Item Date User Comment

2.a Nov-16-2020 09:07:59 (UTC-05:00) Eastern Time
(US & Canada)

time 1145
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(b) (4), (b) (6)
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FDA-CBER-2021-5683-0916863
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Item Date User Comment

2.a Nov-16-2020 09:07:59 (UTC-05:00) Eastern Time
(US & Canada)

time 1145

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)
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FDA-CBER-2021-5683-0916864
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Item Date User Comment

2.a Nov-16-2020 09:07:59 (UTC-05:00) Eastern Time
(US & Canada)

time 1145
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FDA-CBER-2021-5683-0916865
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Item Date User Comment

2.a Nov-16-2020 09:08:52 (UTC-05:00) Eastern Time
(US & Canada)

time 1458
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FDA-CBER-2021-5683-0916866
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Item Date User Comment

2.a Nov-16-2020 09:08:52 (UTC-05:00) Eastern Time
(US & Canada)

time 1458
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(b) (4), (b) (6)

(b) (4)

FDA-CBER-2021-5683-0916867
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Item Date User Comment

2.a Nov-16-2020 09:08:52 (UTC-05:00) Eastern Time
(US & Canada)

time 1458
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(b) (4), (b) (6)
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FDA-CBER-2021-5683-0916868
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Item Date User Comment

2.a Nov-16-2020 09:08:52 (UTC-05:00) Eastern Time
(US & Canada)

time 1458

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

(b) (4), (b) (6)
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FDA-CBER-2021-5683-0916869
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Item Date User Comment

Form Jan-26-2021 14:22:45 (UTC-05:00) Eastern Time
(US & Canada)

Form Oct-13-2020 13:25:03 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Item Date User Comment

1 Jan-27-2021 10:41:54 (UTC-05:00) Eastern Time
(US & Canada)

1 Jan-26-2021 14:23:29 (UTC-05:00) Eastern Time
(US & Canada)

Not Done

1 Jan-26-2021 14:22:45 (UTC-05:00) Eastern Time
(US & Canada)

1 Oct-13-2020 13:25:03 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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(b) (4), (b) (6)

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

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

(b) (4)

FDA-CBER-2021-5683-0916871
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Item Date User Comment

2.a Jan-26-2021 14:22:45 (UTC-05:00) Eastern Time
(US & Canada)

2.a Oct-13-2020 13:25:03 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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(b) (4), (b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0916872



Page 365 of 796
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

2.a Nov-16-2020 09:03:57 (UTC-05:00) Eastern Time
(US & Canada)

time 0116

2.a Nov-16-2020 09:03:30 (UTC-05:00) Eastern Time
(US & Canada)

time 0101
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FDA-CBER-2021-5683-0916873
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Item Date User Comment

2.a Nov-16-2020 09:04:41 (UTC-05:00) Eastern Time
(US & Canada)

time 0101
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Item Date User Comment

2.a Nov-16-2020 09:05:36 (UTC-05:00) Eastern Time
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Item Date User Comment

2.a Nov-16-2020 09:06:26 (UTC-05:00) Eastern Time
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Item Date User Comment

2.a Nov-16-2020 09:07:16 (UTC-05:00) Eastern Time
(US & Canada)

time 1145
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FDA-CBER-2021-5683-0916877
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Item Date User Comment

2.a Nov-16-2020 09:09:26 (UTC-05:00) Eastern Time
(US & Canada)

time 1458
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FDA-CBER-2021-5683-0916878
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: OXYGENATION PARAMETERS - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

Form Oct-13-2020 13:28:11 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: OXYGENATION PARAMETERS - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

1 Oct-13-2020 13:28:11 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: OXYGENATION PARAMETERS - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

2 Oct-13-2020 13:28:11 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: OXYGENATION PARAMETERS - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

3 Oct-13-2020 13:28:11 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

Form Oct-13-2020 13:24:20 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

1 Oct-13-2020 13:24:20 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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Page 377 of 796

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

2 Oct-13-2020 13:24:20 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

3 Oct-13-2020 13:24:20 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

4 Oct-13-2020 13:24:20 (UTC-05:00) Eastern Time
(US & Canada)

Not Done

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

(b) (4), (b) (6)
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FDA-CBER-2021-5683-0916887
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

5 Oct-13-2020 13:24:20 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

6 Oct-13-2020 13:24:20 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: IMAGING - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

Form Oct-13-2020 13:24:49 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: IMAGING - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

1 Oct-13-2020 13:24:49 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: IMAGING - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

2 Oct-13-2020 13:24:49 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: IMAGING - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

3 Oct-13-2020 13:24:49 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: IMAGING - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

4 Oct-13-2020 13:24:49 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

Form Mar-11-2021 09:52:36 (UTC-05:00) Eastern Time
(US & Canada)

Form Feb-09-2021 15:46:30 (UTC-05:00) Eastern Time
(US & Canada)

Not Applicable
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Header Text: c4591001

Visit: Potential ReVax Initial Contact Form: FURTHER VACCINATION CONFIRMATION - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

1 Mar-11-2021 09:52:36 (UTC-05:00) Eastern Time
(US & Canada)

1 Feb-09-2021 15:46:30 (UTC-05:00) Eastern Time
(US & Canada)

Not Applicable
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

Form Feb-25-2021 13:15:08 (UTC-05:00) Eastern Time
(US & Canada)

Form Feb-25-2021 13:00:21 (UTC-05:00) Eastern Time
(US & Canada)

Not Applicable

Form Feb-25-2021 13:00:06 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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Header Text: c4591001

Visit: Disposition Form: TREATMENT UNBLINDED - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

1 Feb-25-2021 13:15:08 (UTC-05:00) Eastern Time
(US & Canada)

1 Feb-25-2021 13:00:21 (UTC-05:00) Eastern Time
(US & Canada)

Not Applicable

1 Feb-25-2021 13:00:06 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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Header Text: c4591001

Visit: Disposition Form: TREATMENT UNBLINDED - Comments

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Item Date User Comment

2 Feb-25-2021 13:15:08 (UTC-05:00) Eastern Time
(US & Canada)

2 Feb-25-2021 13:00:21 (UTC-05:00) Eastern Time
(US & Canada)

Not Applicable

2 Feb-25-2021 13:00:06 (UTC-05:00) Eastern Time
(US & Canada)

Not Done
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Header Text: c4591001

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

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

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

Name Signature
Meaning

Date Type Action

  N/A Mar-11-2021 09:51:38 (UTC-05:00) Eastern Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Fadi Chalhoub  Approved Mar-04-2021 13:17:57 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

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

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

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

 
N/A Mar-04-2021 12:35:01 (UTC-05:00) Eastern Time

(US & Canada)
Edit - All
signatures
invalidated

Affidavit:
N/A

Fadi Chalhoub  Approved Mar-04-2021 10:12:08 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, FadiChalhoub, 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-26-2021 14:22:45 (UTC-05:00) Eastern Time

(US & Canada)
Edit - All
signatures
invalidated
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***Confidential***

Header Text: c4591001

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

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Affidavit:
N/A

Fadi Chalhoub  Approved Dec-02-2020 19:43:46 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, FadiChalhoub, 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 Dec-01-2020 14:02:27 (UTC-05:00) Eastern Time

(US & Canada)
Edit - All
signatures
invalidated

Affidavit:
N/A

Fadi Chalhoub  Approved Nov-24-2020 14:19:44 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, FadiChalhoub, 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-19-2020 13:17:58 (UTC-05:00) Eastern

Time (US & Canada)
Edit - All
signatures
invalidated

Affidavit:
N/A

Fadi Chalhoub  Approved Nov-18-2020 08:46:44 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed
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***Confidential***

Header Text: c4591001

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

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Affidavit:
By my dated signature below, I, FadiChalhoub, 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-17-2020 15:16:20 (UTC-05:00) Eastern

Time (US & Canada)
Edit - All
signatures
invalidated

Affidavit:
N/A

Fadi Chalhoub  Approved Nov-16-2020 14:57:33 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, FadiChalhoub, 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-12-2020 16:39:06 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Fadi Chalhoub  Approved Nov-04-2020 11:16:41 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, FadiChalhoub, 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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***Confidential***

Header Text: c4591001

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

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

 
N/A Nov-04-2020 09:48:31 (UTC-05:00) Eastern

Time (US & Canada)
Edit - All
signatures
invalidated

Affidavit:
N/A

Fadi Chalhoub  Approved Oct-29-2020 11:19:04 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, FadiChalhoub, 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 Oct-28-2020 15:44:29 (UTC-05:00) Eastern Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Fadi Chalhoub  Approved Oct-26-2020 18:20:02 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, FadiChalhoub, 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 Oct-23-2020 10:01:03 (UTC-05:00) Eastern Time

(US & Canada)
Edit - All
signatures
invalidated

Affidavit:
N/A

Fadi Chalhoub  Approved Oct-23-2020 07:55:01 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed
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***Confidential***

Header Text: c4591001

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

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Affidavit:
By my dated signature below, I, FadiChalhoub, 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 Oct-22-2020 17:05:16 (UTC-05:00) Eastern Time

(US & Canada)
Edit - All
signatures
invalidated

Affidavit:
N/A

Fadi Chalhoub  Approved Oct-22-2020 15:52:39 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, FadiChalhoub, 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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-19-2020 17:18:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
24 JUL 2020

Initial Entry

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

Date Location User Value Reason

Aug-19-2020 17:18:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

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

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-19-2020 17:19:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
OBTAINED

Date Written Consent Obtained

Aug/19/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Subject ID

Date Location User Value Reason

Oct-06-2020 22:58:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Event entered in Inform

Oct-06-2020 10:57:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered Changed data per query

Oct-06-2020 08:02:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened SAE
RECON:AER#2020385783
Pneumonia(onset
date:20Sep2020)was
reported as serious in
Safety database but missing
in AE CRF. Please confirm
and update CRF. If safety
update is required, submit a
follow-up SAE Form.

Aug-19-2020 17:14:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10571052

Item copied from previous
form

2. Birth Date:

Date Location User Value Reason

Aug-19-2020 17:14:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1953

Enrollment Entry

3. Sex:

Date Location User Value Reason

Aug-19-2020 17:21:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
FEMALE

Changed
Information

Aug-19-2020 17:18:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
MALE

Initial Entry

4. Ethnicity:09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

(b) (6)

(b) (4), 
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(b) (6)
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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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Date Location User Value Reason

Aug-19-2020 17:18:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT HISPANIC OR LATINO(A)
OR OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Aug-19-2020 17:18:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BLACK OR AFRICAN AMERIC
AN

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-19-2020 17:19:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Aug/19/2020

Initial Entry

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0916909



Page 402 of 796

***Confidential***

 

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-19-2020 17:20:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Aug/19/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-19-2020 17:20:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-19-2020 17:20:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

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

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1.a

Date Location User Value Reason

Aug-19-2020 17:24:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

1

Medical History T
erm:

TYPE II DIABE
TES

Start Date: Mar/18/1995

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Aug-19-2020 17:24:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

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

Date Location User Value Reason

Aug-19-2020 17:24:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
TYPE II DIABETES

Initial Entry

1.a Start Date:

Date Location User Value Reason

Aug-19-2020 17:24:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Mar/18/1995

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Aug-19-2020 17:24:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason09
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Page 404 of 796

***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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Aug-19-2020 17:24:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 2

Medical History Te
rm:

HYPERTENSI
ON

Start Date: Aug/19/2018

Ongoing: YES

Initial Entry

1.b Line/MH Number:

Date Location User Value Reason

Aug-19-2020 17:24:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

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

Date Location User Value Reason

Aug-19-2020 17:24:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
HYPERTENSION

Initial Entry

1.b Start Date:

Date Location User Value Reason

Aug-19-2020 17:24:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Aug/19/2018

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Aug-19-2020 17:24:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.c

Date Location User Value Reason

Aug-19-2020 17:25:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

3

Medical Histo
ry Term:

HYPERCHOLEST
EROLEMIA

Start Date: Aug/19/2018

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Ongoing: YES

1.c Line/MH Number:

Date Location User Value Reason

Aug-19-2020 17:25:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

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

Date Location User Value Reason

Aug-19-2020 17:25:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
HYPERCHOLESTEROLEMIA

Initial Entry

1.c Start Date:

Date Location User Value Reason

Aug-19-2020 17:25:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Aug/19/2018

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Aug-19-2020 17:25:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.d

Date Location User Value Reason

Aug-19-2020 17:25:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

4

Medical History
Term:

HYPOTHYROI
DISM

Start Date: Mar/18/1993

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

1.d Line/MH Number:

Date Location User Value Reason

Aug-19-2020 17:25:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

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

Date Location User Value Reason

Aug-19-2020 17:25:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
HYPOTHYROIDISM

Initial Entry

1.d Start Date:

Date Location User Value Reason

Aug-19-2020 17:25:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Mar/18/1993

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Aug-19-2020 17:25:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.e

Date Location User Value Reason

Aug-19-2020 17:25:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

5

Medical Histo
ry Term:

CORONARY ARTE
RY DISEASE

Start Date: Aug/19/2018

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

1.e Line/MH Number:

Date Location User Value Reason

Aug-19-2020 17:25:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

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

Date Location User Value Reason

Aug-19-2020 17:25:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
CORONARY ARTERY DISEASE

Initial Entry

1.e Start Date:

Date Location User Value Reason

Aug-19-2020 17:25:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Aug/19/2018

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Aug-19-2020 17:25:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.f

Date Location User Value Reason

Aug-19-2020 17:25:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

6

Medical History T
erm:

OSTEOARTHR
ITIS

Start Date: Mar/18/2003

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

1.f Line/MH Number:

Date Location User Value Reason

Aug-19-2020 17:25:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

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

Date Location User Value Reason

Aug-19-2020 17:25:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
OSTEOARTHRITIS

Initial Entry

1.f Start Date:

Date Location User Value Reason

Aug-19-2020 17:25:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Mar/18/2003

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Aug-19-2020 17:25:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.g

Date Location User Value Reason

Aug-19-2020 17:26:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 7

Medical History Te
rm:

CHRONIC PA
IN

Start Date: Mar/18/2003

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

1.g Line/MH Number:

Date Location User Value Reason

Aug-19-2020 17:26:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

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

Date Location User Value Reason

Aug-19-2020 17:26:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
CHRONIC PAIN

Initial Entry

1.g Start Date:

Date Location User Value Reason

Aug-19-2020 17:26:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Mar/18/2003

Initial Entry

1.g Ongoing:

Date Location User Value Reason

Aug-19-2020 17:26:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.h

Date Location User Value Reason

Aug-19-2020 17:26:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

8

Medical His
tory Term:

CORONARY ARTER
Y BYPASS GRAFT

Start Date: Aug/19/2018

Ongoing: NO
End Date:

Aug/19/2018

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

1.h Line/MH Number:

Date Location User Value Reason

Aug-19-2020 17:26:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
8

Initial Entry

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

Date Location User Value Reason

Aug-19-2020 17:26:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
CORONARY ARTERY BYPASS
GRAFT

Initial Entry

1.h Start Date:

Date Location User Value Reason

Aug-19-2020 17:26:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Aug/19/2018

Initial Entry

1.h Ongoing:

Date Location User Value Reason

Aug-19-2020 17:26:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

Aug/19/2018

Initial Entry

1.i

Date Location User Value Reason

Aug-19-2020 17:26:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 9

Medical History Ter
m:

OBESITY

Start Date: UNK/UNK/20
00

Ongoing: YES

Initial Entry
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(b) (4), 
(b) (6)
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(b) (4)
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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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

1.i Line/MH Number:

Date Location User Value Reason

Aug-19-2020 17:26:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
9

Initial Entry

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

Date Location User Value Reason

Aug-19-2020 17:26:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
OBESITY

Initial Entry

1.i Start Date:

Date Location User Value Reason

Aug-19-2020 17:26:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/2000

Initial Entry

1.i Ongoing:

Date Location User Value Reason

Aug-19-2020 17:26:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.j

Date Location User Value Reason

Aug-19-2020 17:26:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

10

Medical History
Term:

POST MENOPA
USAL

Start Date: UNK/UNK/2008

Ongoing: YES

Initial Entry
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(b) (6)

(b) (4)
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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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

1.j Line/MH Number:

Date Location User Value Reason

Aug-19-2020 17:26:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10

Initial Entry

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

Date Location User Value Reason

Aug-19-2020 17:26:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
POST MENOPAUSAL

Initial Entry

1.j Start Date:

Date Location User Value Reason

Aug-19-2020 17:26:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/2008

Initial Entry

1.j Ongoing:

Date Location User Value Reason

Aug-19-2020 17:26:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)
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(b) (4)
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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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1.k

Date Location User Value Reason

Aug-19-2020 17:27:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

11

Medical Histor
y Term:

BILATERAL LEG
EDEMA

Start Date: UNK/UNK/2019

Ongoing: YES

Initial Entry

1.k Line/MH Number:

Date Location User Value Reason

Aug-19-2020 17:27:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
11

Initial Entry

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

Date Location User Value Reason

Aug-19-2020 17:27:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BILATERAL LEG EDEMA

Initial Entry

1.k Start Date:

Date Location User Value Reason

Aug-19-2020 17:27:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/2019

Initial Entry

1.k Ongoing:

Date Location User Value Reason

Aug-19-2020 17:27:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.l

Date Location User Value Reason09
01

77
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ae
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(b) (6)

(b) (4)
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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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Aug-19-2020 17:27:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

12

Medical Histo
ry Term:

MYOCARDIAL IN
FARCTION

Start Date: Aug/19/2018

Ongoing: NO
End Date:

Aug/19/2018

Initial Entry

1.l Line/MH Number:

Date Location User Value Reason

Aug-19-2020 17:27:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
12

Initial Entry

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

Date Location User Value Reason

Aug-19-2020 17:27:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
MYOCARDIAL INFARCTION

Initial Entry

1.l Start Date:

Date Location User Value Reason

Aug-19-2020 17:27:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Aug/19/2018

Initial Entry

1.l Ongoing:

Date Location User Value Reason

Aug-19-2020 17:27:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

Aug/19/2018

Initial Entry

1.m

Date Location User Value Reason
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Header Text: c4591001

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

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Aug-19-2020 17:27:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

13

Medical Hist
ory Term:

RIGHT HEMITHYR
OIDECTOMY

Start Date: UNK/UNK/2015

Ongoing: NO
End Date:

UNK/UNK/2015

Initial Entry

1.m Line/MH Number:

Date Location User Value Reason

Aug-19-2020 17:27:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
13

Initial Entry

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

Date Location User Value Reason

Aug-19-2020 17:27:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
RIGHT HEMITHYROIDECTOM
Y

Initial Entry

1.m Start Date:

Date Location User Value Reason

Aug-19-2020 17:27:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/2015

Initial Entry

1.m Ongoing:

Date Location User Value Reason

Aug-19-2020 17:27:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

UNK/UNK/2015

Initial Entry

1.n

Date Location User Value Reason
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(b) (4)
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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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Aug-20-2020 14:14:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Line/MH Numbe
r:

14

Medical History
Term:

DEPRESSIO
N

Start Date: UNK/UNK/2
015

Ongoing: YES

Changed Information
(DELETED)

Aug-19-2020 17:27:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

14

Medical History
Term:

DEPRESSIO
N

Start Date: UNK/UNK/2
015

Ongoing: YES

Initial Entry

09
01
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(b) (6)

(b) (4)
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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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

1.n Line/MH Number:

Date Location User Value Reason

Aug-20-2020 14:14:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
14

Changed Information
(DELETED)

Aug-19-2020 17:27:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
14

Initial Entry

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

Date Location User Value Reason

Aug-20-2020 14:14:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
DEPRESSION

Changed Information
(DELETED)

Aug-19-2020 17:27:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
DEPRESSION

Initial Entry

1.n Start Date:

Date Location User Value Reason

Aug-20-2020 14:14:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/2015

Changed Information
(DELETED)

Aug-19-2020 17:27:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/2015

Initial Entry

1.n Ongoing:

Date Location User Value Reason

Aug-20-2020 14:14:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Changed Information
(DELETED)

Aug-19-2020 17:27:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Date:

Date Location User Value Reason

Aug-19-2020 17:20:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Aug/19/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-19-2020 17:20:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
92.2

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-19-2020 17:20:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason

Aug-19-2020 17:20:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
164.5

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-19-2020 17:20:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Aug-19-2020 17:20:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
34.1

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Date Location User Value Reason

Aug-19-2020 17:20:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Temperature: 36.1

Temperature Unit: C

Temperature Locat
ion::

ORAL CAVI
TY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Aug-19-2020 17:20:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-19-2020 17:20:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
36.1

Initial Entry

7.a Unit:

Date Location User Value Reason

Aug-19-2020 17:20:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
C

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Aug-19-2020 17:20:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-19-2020 17:24:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-19-2020 17:24:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-19-2020 17:24:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Aug-19-2020 17:24:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Aug-19-2020 17:24:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Aug-19-2020 17:24:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Ide
ntifier:

Not Applic
able

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

6.a Sponsor ID:

Date Location User Value Reason

Aug-19-2020 17:24:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Aug-19-2020 17:24:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Aug-19-2020 17:24:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Aug-19-2020 17:24:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-19-2020 17:28:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Aug/19/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-19-2020 17:28:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
233181

Initial Entry
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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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-05-2020 16:09:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Deleted Query is invalid or
does not apply

Oct-28-2020 08:57:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Candidate DM: Do not issue
query. Site request to
update form. Delete
query after updates
are made.

Aug-19-2020 17:31:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-19-2020 17:31:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-19-2020 17:31:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-19-2020 17:31:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Aug-19-2020 17:31:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Collection:

Aug/19/2020

Initial Entry
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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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Date Location User Value Reason

Aug-19-2020 17:31:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BP1GSK

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-19-2020 17:31:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BP1GSK

Initial Entry

5.b

Date Location User Value Reason

Aug-19-2020 17:31:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BP1GSL

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-19-2020 17:31:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BP1GSL

Initial Entry

5.c

Date Location User Value Reason

Aug-19-2020 17:31:20
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BP1GSM

Initial Entry

5.c Sample ID

Date Location User Value Reason

Aug-19-2020 17:31:20
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BP1GSM

Initial Entry
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(b) (4), 
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(b) (6)

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

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

(b) (4)
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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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Aug-19-2020 17:31:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BPJ0KP

Initial Entry

5.d Sample ID

Date Location User Value Reason

Aug-19-2020 17:31:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BPJ0KP

Initial Entry

5.e

Date Location User Value Reason

Aug-19-2020 17:31:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BPJ0KR

Initial Entry

5.e Sample ID

Date Location User Value Reason

Aug-19-2020 17:31:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BPJ0KR

Initial Entry
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(b) (4), 
(b) (6)

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

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

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

(b) (4)
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***Confidential***

 

Header Text: c4591001

Visit: 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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-19-2020 17:41:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-19-2020 17:41:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-19-2020 17:41:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-19-2020 17:41:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Aug-19-2020 17:41:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Collection:

Aug/19/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-19-2020 17:41:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BP1G9B

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 - NASAL SWAB - eCRF
Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Aug-19-2020 17:41:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BP1G9B

Initial Entry
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***Confidential***

 

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-19-2020 17:28:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-19-2020 17:28:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-19-2020 17:28:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Aug-19-2020 17:28:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Aug/19/2020 12:25

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-19-2020 17:28:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-19-2020 17:28:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
RIGHT

Initial Entry

7. Route:
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***Confidential***

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Date Location User Value Reason

Aug-19-2020 17:28:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-19-2020 17:28:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OBS
ERVATION PERIOD

Initial Entry

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

Date Location User Value Reason

Aug-19-2020 17:28:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry
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***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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-19-2020 17:28:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO - REACTOGENICITY E-DIA
RY NOT COLLECTED FOR THI
S SUBJECT

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-10-2020 12:42:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/9/2020

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Date:

Date Location User Value Reason

Sep-10-2020 12:42:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/9/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-10-2020 12:42:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Temperature: 36.0

Temperature Unit: C

Temperature Locat
ion::

ORAL CAVI
TY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-10-2020 12:42:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Sep-11-2020 03:45:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed As per site
confirmation

Sep-10-2020 12:45:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered Data entered
correctly per source

Sep-10-2020 12:42:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Temperature 36 C is
outside of Normal
Range 36.1 - 37.5 C.

Sep-10-2020 12:42:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
36.0

Initial Entry

2.a Unit:

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

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

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

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

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

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

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

(b) (4)

FDA-CBER-2021-5683-0916940



Page 433 of 796

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Date Location User Value Reason

Sep-10-2020 12:42:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Sep-10-2020 12:42:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-10-2020 12:43:18
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Sep-10-2020 12:43:18
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-10-2020 12:43:18
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Sep-10-2020 12:43:18
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Sep-10-2020 12:43:18
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Sep-10-2020 12:43:18
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Ide
ntifier:

Not Applic
able

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

6.a Sponsor ID:

Date Location User Value Reason

Sep-10-2020 12:43:18
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Sep-10-2020 12:43:18
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Sep-10-2020 12:43:18
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Sep-10-2020 12:43:18
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-10-2020 17:53:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-10-2020 17:53:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-10-2020 17:53:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-10-2020 17:53:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Sep-10-2020 17:53:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Collection:

Sep/9/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-10-2020 17:53:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BP1GH0

Initial Entry

5.a Sample ID

Date Location User Value Reason
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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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Sep-10-2020 17:53:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BP1GH0

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-10-2020 12:43:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-10-2020 12:43:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-10-2020 12:43:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-10-2020 12:43:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/9/2020 15:08

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-10-2020 12:43:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-10-2020 12:43:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
LEFT

Initial Entry

7. Route:
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Date Location User Value Reason

Sep-10-2020 12:43:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-10-2020 12:43:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OBS
ERVATION 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-10-2020 12:43:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-26-2020 15:09:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Oct-26-2020 08:59:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered data is correct, out of
window due to SAE

Oct-26-2020 08:23:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened PDQ: DOV at this
visit is out of window
(7 day) from DOV
(09/Sep/2020) at
V2_VAX2_L. Please
reconcile and update
accordingly, else
confirm date is
correct as is.

Oct-21-2020 16:34:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Oct/21/2020

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-29-2020 13:28:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Deleted Query is invalid or
does not apply

Oct-28-2020 08:57:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Candidate DM: Do not issue
query. Site request to
update form. Delete
query after updates
are made.

Oct-22-2020 10:07:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-22-2020 10:07:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-22-2020 10:07:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-22-2020 10:07:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Oct-22-2020 10:07:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Collection:

Oct/21/2020

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Date Location User Value Reason

Oct-22-2020 10:07:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BR0K0C

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-22-2020 10:07:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BR0K0C

Initial Entry

5.b

Date Location User Value Reason

Oct-22-2020 10:07:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BR0K0D

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-22-2020 10:07:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BR0K0D

Initial Entry

5.c

Date Location User Value Reason

Oct-22-2020 10:08:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BR0K0F

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-22-2020 10:08:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BR0K0F

Initial Entry

5.d
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***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Oct-28-2020 15:44:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BS6GKB

Changed
Information

Oct-22-2020 10:08:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BS6GK8

Initial Entry

5.d Sample ID

Date Location User Value Reason

Oct-28-2020 15:44:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BS6GKB

Changed
Information

Oct-22-2020 10:08:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BS6GK8

Initial Entry

5.e

Date Location User Value Reason

Oct-28-2020 15:44:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BS6GKC

Changed
Information

Oct-22-2020 10:08:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BS6GK9

Initial Entry

5.e Sample ID

Date Location User Value Reason

Oct-28-2020 15:44:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BS6GKC

Changed
Information

Oct-22-2020 10:08:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BS6GK9

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-05-2020 03:17:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 4: Deleted As per response in field
#4 in Swab form

Nov-04-2020 09:48:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 4: 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.

Oct-27-2020 10:59:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Oct-26-2020 14:25:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered No nasal swab of any
kind was collected
from patient as part of
illness visit due to
patient's
hospitalization. Swab
was collected at Visit 3
per protocol

Oct-26-2020 06:09:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened DM1: Thank you for
response. Per CRF,
Date of Visit is
completed but Date of
Collection in both
Nasal Swab Self and
Nasal Swab are still
missing. Please review
and update as
appropriate.

Oct-24-2020 05:23:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Candidate nasal swab still
pending receipt, Will
wait for site to update
data09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Oct-23-2020 10:42:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered nasal swab still
pending receipt

Oct-23-2020 08:12:38
(UTC-05:00) Eastern
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.

Oct-22-2020 04:59:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Candidate Will wait for site to
update data. Do not
open it till then
hospitalization is
complete.

Oct-21-2020 14:50:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered NO ONSITE WAS
COLLECTED DUE
TO PATIENT
HOSPITALIZATION.
SITE STILL
WAITING PENDING
SELF SWAB

Oct-19-2020 05:50:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened Date of Visit is
completed but Date of
Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please review
and update as
appropriate.

Oct-18-2020 22:41:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rupal N Shah Query 3: Closed Response satisfies
query

Oct-15-2020 03:19:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Candidate Will wait for site to
update data. Do not
open it till then.

Oct-14-2020 11:03:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 3: Answered site will update this
information as soon as
it becomes available.
please do not re-query.
site is aware of what
data is pending going
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

into EDC

Oct-14-2020 10:56:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered not yet received. will
update as soon as site
gets it. please do not
re-query

Oct-14-2020 05:06:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened Date of Visit is
completed but Date of
Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please review
and update as
appropriate.

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

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Date of Visit is
completed but Date of
Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please review
and update as
appropriate.

Oct-12-2020 13:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rupal N Shah Query 3: Opened CLIQUERY: Please
complete COVID
TEST CRF as it is a
required CRF.

Oct-10-2020 02:04:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened DM: Thanks for the
response, please
respond to the query
once details are
available and Nasal
Swab Self and Nasal
Swab forms are
completed.

Oct-09-2020 10:10:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered not done yet

Oct-09-2020 06:38:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened Date of Visit is
completed but Date of
Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please review
and update as
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

appropriate.

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query

Oct-08-2020 17:25:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate Date of Visit is
completed but Date of
Assessment in the
Signs and Symptoms
form is missing. Please
review and update as
appropriate.

Oct-08-2020 17:25:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Date of Visit is
completed but Date of
Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please review
and update as
appropriate.

Oct-08-2020 17:25:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Oct/8/2020

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Oct-08-2020 17:25:20
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_A

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

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

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Not Complete

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Oct/8/2020

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/20/2020

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Nov-16-2020 14:10:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-16-2020 14:01:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Nov-16-2020 14:01:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Date of Last Symptom Resolved
:

Nov/1/2020

New Information

Nov-13-2020 13:24:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened CLINQUERY:
Symptoms are noted
to be Ongoing. Please
confirm? If still
ongoing, please make
every effort to collect
nasal swab which
may be collected at
the latest 4 days after
symptom resolution
per Protocol Section
8.13.09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

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

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Not Complete

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

4.a

Date Location User Value Reason

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: FEVER

Symptom Present: NO

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
FEVER

Initial Entry

4.a Was symptom present?

Date Location User Value Reason

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.b

Date Location User Value Reason

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: NEW OR INCREAS

ED COUGH

Symptom P
resent:

YES

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

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

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Not Complete

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

4.b Symptoms:

Date Location User Value Reason

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW OR INCREASED COUGH

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

4.c

Date Location User Value Reason

Feb-16-2021 13:58:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sympto
ms:

NEW OR INCREASE
D SHORTNESS OF B
REATH

Sympto
m Prese
nt:

YES

Changed
Information

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sympto
ms:

NEW OR INCREASE
D SHORTNESS OF B
REATH

Sympto
m Prese
nt:

NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

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

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Not Complete

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

4.c Symptoms:

Date Location User Value Reason

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW OR INCREASED SHORTN
ESS OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Feb-16-2021 13:58:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Changed
Information

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.d

Date Location User Value Reason

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: CHILLS

Symptom Present: NO

Initial Entry

4.d Symptoms:

Date Location User Value Reason

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.e

Date Location User Value Reason

Oct-08-2020 17:25:55
(UTC-05:00) Eastern

ACV0PFEINFP6000  Data Entry:
Symptoms NEW OR INCREASE

Initial Entry09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

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

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Not Complete

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Time (US & Canada) : D MUSCLE PAIN

Symptom
Present:

NO

4.e Symptoms:

Date Location User Value Reason

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW OR INCREASED MUSCLE
PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms
:

NEW LOSS OF TAS
TE OR SMELL

Symptom
Present:

NO

Initial Entry

4.f Symptoms:

Date Location User Value Reason

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW LOSS OF TASTE OR SME
LL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.g

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

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

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Not Complete

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom
s:

NEW OR INCREASE
D SORE THROAT

Symptom
Present:

NO

Initial Entry

4.g Symptoms:

Date Location User Value Reason

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW OR INCREASED SORE TH
ROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.h

Date Location User Value Reason

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: DIARRHEA

Symptom Present: NO

Initial Entry

4.h Symptoms:

Date Location User Value Reason

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.i

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

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

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Not Complete

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: VOMITING

Symptom Present: NO

Initial Entry

4.i Symptoms:

Date Location User Value Reason

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Oct-08-2020 17:25:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: MICROBIOLOGY SPECIMEN - Audit Trail

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Oct-14-2020 17:18:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: MICROBIOLOGY SPECIMEN - Audit Trail

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Nov-16-2020 08:58:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Oct-14-2020 17:18:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Oct/5/2020

Initial Entry

Oct-14-2020 17:17:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-13-2020 13:23:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Oct-14-2020 17:18:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
SWABBED MATERIAL

Initial Entry

Oct-14-2020 17:17:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-13-2020 13:23:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Oct-14-2020 17:18:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NASOPHARYNX

Initial Entry

Oct-14-2020 17:17:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-13-2020 13:23:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

4. Assay Code and Description:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Date Location User Value Reason

Oct-14-2020 17:18:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SEVERE ACUTE RESP SYNDR
OME CORONAVIRUS 2

Initial Entry

Oct-14-2020 17:17:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-13-2020 13:23:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5. Device Type:

Date Location User Value Reason

Oct-14-2020 17:18:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SARS-COV-2 DIAGNOSTIC TES
T

Initial Entry

Oct-14-2020 17:17:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-13-2020 13:23:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

6. Trade Name:

Date Location User Value Reason

Nov-05-2020
13:20:50
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 2:
Closed

Response satisfies
query

Nov-05-2020
10:17:07
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 2:
Answered

no further
information is
available

Nov-04-2020
03:28:39
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 2:
Opened

DMW5246946;Trade
Name is not expected
to be Unknown or
Not Applicable.
Please review and

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

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

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

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

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

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

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

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0916966



Page 459 of 796
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

update appropriately
or clarify

Oct-14-2020
17:19:08
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entr
y:
Unknown

Initial Entry

Oct-14-2020
17:18:55
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1:
Closed

Close Auto Query

Oct-14-2020
17:18:55
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entr
y:

Changed Information

Oct-14-2020
17:18:16
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1:
Opened

Trade Name is Other,
however Trade Name
Other, Specify is not
completed. Please
update.

Oct-14-2020
17:18:16
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entr
y:
OTHER

Initial Entry

Oct-14-2020
17:17:06
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entr
y:

Initial Entry

Oct-13-2020
13:23:32
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entr
y:
Not Done

Initial Entry

7. Test Result:

Date Location User Value Reason

Oct-14-2020 17:18:16
(UTC-05:00) Eastern

ACV0PFEINFP6000  Data Entry:
NEGATIVE

Initial Entry09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Time (US & Canada)

Oct-14-2020 17:17:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-13-2020 13:23:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

8. Comments/Findings/Details:

Date Location User Value Reason

Oct-14-2020 17:17:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-13-2020 13:23:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason

Oct-14-2020 17:17:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-13-2020 13:23:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

(b) (4), (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Nov-16-2020 08:58:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/23/2020

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Nov-16-2020 08:58:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
SWABBED MATERIAL

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Nov-16-2020 08:58:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NASOPHARYNX

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason

Nov-16-2020 08:58:15
(UTC-05:00) Eastern 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

Nov-16-2020 08:58:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SARS-COV-2 DIAGNOSTIC TEST

Initial Entry

6. Trade Name:

Date Location User Value Reason

Nov-16-2020 08:58:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
OTHER

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

7. Test Result:

Date Location User Value Reason

Nov-16-2020 08:58:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NEGATIVE

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason

Nov-23-2020
01:03:47
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Clo
sed

Response
satisfies query

Nov-20-2020
09:54:09
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Ans
wered

New
Information

Nov-20-2020
09:54:09
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
CLIA certifie
d lab SARS-
CoV-2 by PC
R

New
Information

Nov-20-2020
01:09:27
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Reis
sued:Opened

DM2: Per CCG
section 8.31.7,
please consider
to add 'CLIA
certified lab' or
'ISO 15189 lab'
to the 'Trade
name Other,
Specify'
response
(SARS-CoV-2
by PCR).

Nov-19-2020
15:31:40
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Ans
wered

There is no
further
information in
medical records
other than what
site has already
provided.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Nov-17-2020
17:51:12
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Reis
sued:Opened

DM: Per CRF
Completion
Requirements
please provide
manufacturer
and test kit
name or add
CLIA certified
lab or ISO
15189 lab.

Nov-17-2020
16:47:48
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Ans
wered

This entry is
correct per
medical records

Nov-17-2020
07:35:38
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD Query 1: Ope
ned

sars-cov-2 by
pcr 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.

Nov-16-2020
08:58:15
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
SARS-CoV-2
by PCR

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-04-2020 09:48:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

Nov-04-2020 09:48:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-13-2020 13:23:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-04-2020 09:48:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

Nov-04-2020 09:48:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-13-2020 13:23:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-04-2020 13:06:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-04-2020 09:48:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Initial Entry

Nov-04-2020 09:48:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Nov-04-2020 09:48:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Nov-03-2020 16:40:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened DM: Sample
Collected is not
expected to be Not
Done. If the sample
was not collected
'Please mark 'Sample
collected' as 'NO' and
provide the reason in
Field #4. Thank you.

Nov-03-2020 11:55:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered a swab was not
collected due to
hospitalization

Nov-03-2020 11:08:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: Per CCG either
Nasal SWAB Self or
Nasal SWAB is
expected to be
collected. Kindly
verify & update the
data as appropriate;
else clarify. Thanks

Oct-13-2020 13:23:59
(UTC-05:00) Eastern
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

Nov-04-2020 09:48:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
patient hospitalized

Initial Entry

Nov-04-2020 09:48:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-13-2020 13:23:59
(UTC-05:00) Eastern
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
Oct/08/2020

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Data Origin

Date Location User Value Reason

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

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

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

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-03-2020 16:45:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-03-2020 11:55:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered a swab was not
collected due to
hospitalization

Nov-03-2020 11:08:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: Per CCG either
Nasal SWAB Self or
Nasal SWAB is
expected to be
collected. Kindly
verify & update the
data as appropriate;
else clarify. Thanks

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

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

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

ACV0PFEINFP6000  Data Entry:
patient hospitalized

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1.a

Date Location User Value Reason

Oct-08-2020 17:28:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitioner: SPECIA

LIST

Occurrence of Visits o
r Contacts:

NO

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Oct-08-2020 17:28:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-08-2020 17:28:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

1.b

Date Location User Value Reason

Oct-08-2020 17:28:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practition
er:

EMERGENC
Y ROOM

Occurrence of Visi
ts or Contacts:

NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Oct-08-2020 17:28:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
EMERGENCY ROOM

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-08-2020 17:28:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

1.c

Date Location User Value Reason

Oct-08-2020 17:28:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practiti
oner:

PRIMARY CA
RE PHYSICIA
N

Occurrence of V
isits or Contacts
:

NO

Initial Entry

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Oct-08-2020 17:28:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
PRIMARY CARE PHYSICIAN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-08-2020 17:28:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

1.d

Date Location User Value Reason

Oct-08-2020 17:28:33
(UTC-05:00) Eastern

ACV0PFEINFP6000  Data Entry:
Type of Practitioner: URGENT

Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Time (US & Canada) CARE

Occurrence of Visits
or Contacts:

NO

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Oct-08-2020 17:28:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-08-2020 17:28:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

1.e

Date Location User Value Reason

Oct-08-2020 17:28:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practiti
oner:

TELEPHONE
CONSULTATI
ON

Occurrence of V
isits or Contacts
:

NO

Initial Entry

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Oct-08-2020 17:28:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
TELEPHONE CONSULTATION

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-08-2020 17:28:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Date Location User Value Reason

Oct-08-2020 17:28:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practiti
oner:

OTHER

Occurrence of
Visits or Contac
ts:

YES
Number of Visi
ts or Contacts:

1

Initial Entry

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Oct-08-2020 17:28:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-08-2020 17:28:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Number of Visits or Contacts:

1

Initial Entry

2. Other Type of Practitioner Specify:

Date Location User Value Reason

Oct-08-2020 17:28:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
HOSPITALIZATION

Initial Entry

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

Date Location User Value Reason

Nov-16-2020 10:38:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Closed Response satisfies
query

Nov-16-2020 10:11:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Answered data added per query
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Nov-09-2020 02:01:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Opened CLINQUERY:
Subject had
COVID-19 Illness
and was hospitalized.
Please enter on the
relevant CRF form
any available
information (vital
signs, pulse oxymet,
respiratory treatment,
lab results,
imaging…). Please
make every effort to
obtain this
information.

Nov-06-2020 18:51:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Candidate CLINQUERY:
Subject had
COVID-19 Illness
and was hospitalized.
Please enter on the
relevant CRF form
any available
information (vital
signs, pulse oxymet,
respiratory treatment,
lab results,
imaging…). Please
make every effort to
obtain this
information.

Oct-14-2020 10:48:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Oct-13-2020 13:25:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered will update all pages
when information
becomes available.
please do not
re-query

Oct-09-2020 17:15:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened CLINQUERY: As
subject is noted to
have been
hospitalized, please
complete details as
available on the
HOSP CRF.09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Oct-09-2020 12:49:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Has the subject been in intensive
care due to potential COVID-19
illness?

NO

Changed Information

Oct-08-2020 17:28:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: HOSPITALIZATION DETAILS - Audit Trail

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Oct-13-2020 13:29:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Hospitalization Category:

Date Location User Value Reason

Oct-13-2020 13:29:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HOSPITALIZATION STATUS

Initial Entry

2. Hospitalization Term:

Date Location User Value Reason

Oct-13-2020 13:29:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
HOSPITAL

Initial Entry

3. Admission Date:

Date Location User Value Reason

Dec-01-2020 14:04:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/23/2020

Transcription Error

Oct-13-2020 13:29:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Oct/1/2020

Initial Entry

4. Ongoing?

Date Location User Value Reason

Dec-07-2020 11:22:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rupal N Shah Query 1: Closed Response satisfies
query

Dec-01-2020 14:04:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Closed Close Auto Query

Dec-01-2020 14:02:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened Date of current
hospital admission is
after Date of current
hospital discharge.
Please reconcile.

Dec-01-2020 14:02:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed Information
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(b) (6)

(b) (4), 
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Dec-01-2020 14:02:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Discharge Date:

Sep/29/2020

Changed Information

Nov-30-2020 02:43:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened CLIQUERY: Please
clarify if this is still
ongoing or update as
appropriate.

Nov-29-2020 11:43:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rupal N Shah Query 1: Candidate CLIQUERY: Please
clarify if this is still
ongoing or update as
appropriate.

Oct-13-2020 13:29:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: RESPIRATORY TREATMENT - Audit Trail

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Oct-08-2020 17:27:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. What is the treatment Identifier?

Date Location User Value Reason

Oct-09-2020 12:48:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

Oct-08-2020 17:26:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-08-2020 17:26:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2. Concomitant Non-drug Treatment Pre-specified:

Date Location User Value Reason

Oct-09-2020 12:48:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
YES

Initial Entry

Oct-08-2020 17:26:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-08-2020 17:26:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

3. Treatment:

Date Location User Value Reason

Oct-08-2020 17:27:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
HIGH FLOW OXYGEN THERAP
Y

Initial Entry

Oct-08-2020 17:26:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-08-2020 17:26:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

4. Treatment:
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Date Location User Value Reason

Oct-08-2020 17:27:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HIGH FLOW OXYGEN THERAP
Y

Initial Entry

Oct-08-2020 17:26:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-08-2020 17:26:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5. Start Date:

Date Location User Value Reason

Oct-09-2020 12:48:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Oct/1/2020

Initial Entry

Oct-08-2020 17:26:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-08-2020 17:26:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

6. Ongoing?

Date Location User Value Reason

Oct-08-2020 17:27:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

Oct-08-2020 17:26:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-08-2020 17:26:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: ILLNESS DETAILS - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Oct-08-2020 17:27:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-19 ILLNESS

Initial Entry

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

Date Location User Value Reason

Oct-21-2020 19:29:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Oct-21-2020 14:57:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed Information

Oct-21-2020 14:57:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Respiratory Illness Diagnosis:

PNEUMONIA

Date of Diagnosis:

Oct/6/2020

Changed Information

Oct-21-2020 14:52:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened CLINQUERY: Did
you mean
PNEUMONIA?
Please update to
correct spelling error
if appropriate.

Oct-21-2020 14:49:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed Information

Oct-21-2020 14:49:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Respiratory Illness Diagnosis:

PNEMONIA

Date of Diagnosis:

Changed Information
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: ILLNESS DETAILS - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Oct/6/2020

Oct-21-2020 10:15:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened CLINQURY: Per
CCG section 8.33,
enter the diagnosis of
event even if the
diagnosis is not
COVID-19 related.
Record any diagnosis
(where available) for
the illness and in
relation to reported
symptoms. Please
update accordingly.

Oct-21-2020 10:10:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered dx was not
COVID-19 therefore
this should remain no

Oct-20-2020 21:54:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened CLINQUERY: Thank
you for confirming
diagnosis was made.
Please enter diagnosis
of event (e.g
PNEUMONIA) as
appropriate.

Oct-20-2020 16:27:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered PER SOURCE DX
OF PNEUMONIA
WAS MADE

Oct-15-2020 17:01:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened CLINQUERY:
PNEUMONIA is
reported on AE CRF
and it overlaps with
COVID ILL visit
symptom dates. Was
diagnosis made?
Enter diagnosis of
event if available
even if diagnosis is
not COVID-
19/respiratory related.
Update if appropriate.

Oct-08-2020 17:27:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: ILLNESS DETAILS - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

3. Toxicity Grade:

Date Location User Value Reason

Oct-08-2020 17:27:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
3

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Oct-13-2020 13:24:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2. Subcategory of Clinical Event:

Date Location User Value Reason

Oct-13-2020 13:24:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

3. Was a diagnosis obtained?

Date Location User Value Reason

Oct-13-2020 13:24:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

4. Toxicity Grade:

Date Location User Value Reason

Oct-13-2020 13:24:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Lab Panel:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

3. Collection Date:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.a

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identi
fier:

Not Do
ne

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Lab Normal Range: Not Do
ne

5.a Sponsor ID:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.a Test:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.a Result:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.a Not Done:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.a LNMT

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.b

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identi
fier:

Not Do
ne

Initial Entry
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Page 485 of 796

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

5.b Sponsor ID:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.b Test:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.b Result:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.b Not Done:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.b LNMT

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.c

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identi
fier:

Not Do
ne

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.c Sponsor ID:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.c Test:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.c Result:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.c Not Done:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.c LNMT

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.d

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identi
fier:

Not Do
ne

Test:: Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

5.d Sponsor ID:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.d Test:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.d Result:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.d Not Done:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.d LNMT

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identi
fier:

Not Do
ne

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

Initial Entry
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Page 490 of 796

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.e Sponsor ID:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.e Test:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.e Result:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.e Not Done:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.e LNMT

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.f

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identi
fier:

Not Do
ne

Test:: Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

5.f Sponsor ID:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.f Test:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.f Result:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.f Not Done:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.f LNMT

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identi
fier:

Not Do
ne

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.g Sponsor ID:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.g Test:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.g Result:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.g Not Done:

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.g LNMT

Date Location User Value Reason

Oct-13-2020 13:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Audit Trail

Form Version: 10-Oct-2020 15:58 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Nov-16-2020 09:26:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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(b) (6)

(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Audit Trail

Form Version: 10-Oct-2020 15:58 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Audit Trail

Form Version: 10-Oct-2020 15:58 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Audit Trail

Form Version: 10-Oct-2020 15:58 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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FDA-CBER-2021-5683-0917005



Page 498 of 796
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Audit Trail

Form Version: 10-Oct-2020 15:58 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Audit Trail

Form Version: 10-Oct-2020 15:58 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Lab Panel:

Date Location User Value Reason

Nov-16-2020 09:26:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMISTRY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Nov-23-2020 10:58:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
St. Vincents Hospital Riverside 1 S
hircliff Way Jacksonville FL 32204

New Information

Nov-16-2020 09:26:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Chemistry

Initial Entry

3. Collection Date:

Date Location User Value Reason

Nov-16-2020 09:26:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/23/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Nov-16-2020 09:26:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Nov-16-2020 09:26:43
(UTC-05:00) Eastern 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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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Lab Normal Ran
ge:

5.a Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:26:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
329

Initial Entry

5.a Test:

Date Location User Value Reason

Nov-16-2020 09:26:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
C Reactive Protein_PX329

Initial Entry

5.a Not Done:

Date Location User Value Reason

Nov-16-2020 09:26:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.b

Date Location User Value Reason

Nov-16-2020 09:29:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defin
ed Identifier:

30

Test:: Alanine Aminotra
nsferase_PX30

Result:: 15

Not Done::

Lab Normal R
ange:

Low
17

High
63

Unit
U/L

Transcription Error

Nov-16-2020 09:26:43
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Initial Entry09
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(b) (4), 
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(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Time (US & Canada) Sponsor-Defin
ed Identifier:

30

Test:: Alanine Aminotr
ansferase_PX30

Result:: 15

Not Done::

Lab Normal R
ange:

Low
17

High
63
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.b Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:26:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30

Initial Entry

5.b Test:

Date Location User Value Reason

Nov-16-2020 09:26:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Alanine Aminotransferase_PX30

Initial Entry

5.b Result:

Date Location User Value Reason

Nov-16-2020 09:29:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Nov-16-2020 09:26:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is present,
but lab normal range
(Low, high or Unit)
is missing. Please
correct or confirm.

Nov-16-2020 09:26:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
15

Initial Entry

5.b LNMT

Date Location User Value Reason

Nov-16-2020 09:29:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

17

High
63

Unit
U/L

Transcription Error

Nov-16-2020 09:26:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

17

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

High
63

5.c

Date Location User Value Reason

Nov-16-2020 09:29:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defi
ned Identifier
:

28

Test:: Aspartate Aminot
ransferase_PX28

Result:: 40

Not Done::

Lab Normal
Range:

Low
15

High
41

Unit
U/L

Transcription Error

Nov-16-2020 09:26:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

28

Test:: Aspartate Aminot
ransferase_PX28

Result:: 40

Not Done::

Lab Normal
Range:

Low
15

High
41

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.c Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:26:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28

Initial Entry

5.c Test:

Date Location User Value Reason

Nov-16-2020 09:26:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Aspartate Aminotransferase_PX28

Initial Entry

5.c Result:

Date Location User Value Reason

Nov-16-2020 09:29:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Nov-16-2020 09:26:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is present,
but lab normal range
(Low, high or Unit)
is missing. Please
correct or confirm.

Nov-16-2020 09:26:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
40

Initial Entry

5.c LNMT

Date Location User Value Reason

Nov-16-2020 09:29:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

15

High
41

Unit
U/L

Transcription Error

Nov-16-2020 09:26:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

15

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

High
41

5.d

Date Location User Value Reason

Nov-16-2020 09:29:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Define
d Identifier:

35

Test:: Alkaline Phosph
atase_PX35

Result:: 104

Not Done::

Lab Normal Ra
nge:

Low
38

High
126

Unit
U/L

Transcription Error

Nov-16-2020 09:26:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

35

Test:: Alkaline Phosph
atase_PX35

Result:: 104

Not Done::

Lab Normal Ra
nge:

Low
38

High
126

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.d Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:26:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
35

Initial Entry

5.d Test:

Date Location User Value Reason

Nov-16-2020 09:26:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Alkaline Phosphatase_PX35

Initial Entry

5.d Result:

Date Location User Value Reason

Nov-16-2020 09:29:51
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Nov-16-2020 09:26:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is present,
but lab normal range
(Low, high or Unit)
is missing. Please
correct or confirm.

Nov-16-2020 09:26:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
104

Initial Entry

5.d LNMT

Date Location User Value Reason

Nov-16-2020 09:29:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

38

High
126

Unit
U/L

Transcription Error

Nov-16-2020 09:26:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

38

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

High
126

5.e

Date Location User Value Reason

Nov-16-2020 09:30:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Id
entifier:

21

Test:: Bilirubin_P
X21

Result:: 0.4

Not Done::

Lab Normal Range: Low
0.3

High
1.8

Unit
mg/dL

Transcription Error

Nov-16-2020 09:26:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

21

Test:: Bilirubin_P
X21

Result:: 0.4

Not Done::

Lab Normal Range: Low
0.3

High
1.8

Initial Entry
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0917016
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.e Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:26:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
21

Initial Entry

5.e Test:

Date Location User Value Reason

Nov-16-2020 09:26:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Bilirubin_PX21

Initial Entry

5.e Result:

Date Location User Value Reason

Nov-16-2020 09:30:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Nov-16-2020 09:26:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is present,
but lab normal range
(Low, high or Unit)
is missing. Please
correct or confirm.

Nov-16-2020 09:26:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
0.4

Initial Entry

5.e LNMT

Date Location User Value Reason

Nov-16-2020 09:30:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0.3

High
1.8

Unit
mg/dL

Transcription Error

Nov-16-2020 09:26:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0.3

Initial Entry
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(b) (4), 
(b) (6)

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

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

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

(b) (4)

FDA-CBER-2021-5683-0917017
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

High
1.8

5.f

Date Location User Value Reason

Nov-16-2020 09:31:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Define
d Identifier:

47

Test:: Blood Urea Nitr
ogen_PX47

Result:: 9

Not Done::

Lab Normal Ra
nge:

Low
7

High
25

Unit
mg/dL

Transcription Error

Nov-16-2020 09:27:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

47

Test:: Blood Urea Nitr
ogen_PX47

Result:: 9

Not Done::

Lab Normal Ra
nge:

Low
7

High
25

Initial Entry

Nov-16-2020 09:26:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Define
d Identifier:

Test:: Blood Urea Nitr
ogen_PX47

Result::

Not Done::

Lab Normal Ra
nge:

Initial Entry
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(b) (4), 
(b) (6)

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

(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.f Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:27:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
47

Initial Entry

5.f Test:

Date Location User Value Reason

Nov-16-2020 09:26:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Blood Urea Nitrogen_PX47

Initial Entry

5.f Result:

Date Location User Value Reason

Nov-16-2020 09:31:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Nov-16-2020 09:27:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is present,
but lab normal range
(Low, high or Unit)
is missing. Please
correct or confirm.

Nov-16-2020 09:27:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
9

Initial Entry

5.f LNMT

Date Location User Value Reason

Nov-16-2020 09:31:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

7

High
25

Unit
mg/dL

Transcription Error

Nov-16-2020 09:27:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

7

Initial Entry
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(b) (6)

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

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

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

(b) (4)

FDA-CBER-2021-5683-0917019
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

5.g

Date Location User Value Reason

Nov-16-2020 09:31:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

48

Test:: Creatinine_
PX48

Result:: 0.9

Not Done::

Lab Normal Range
:

Low
0.6

High
1.2

Unit
mg/dL

Transcription Error

Nov-16-2020 09:26:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

48

Test:: Creatinine_
PX48

Result:: 0.9

Not Done::

Lab Normal Range
:

Low
0.6

High
1.2

Initial Entry
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FDA-CBER-2021-5683-0917021
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.g Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:26:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
48

Initial Entry

5.g Test:

Date Location User Value Reason

Nov-16-2020 09:26:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Creatinine_PX48

Initial Entry

5.g Result:

Date Location User Value Reason

Nov-16-2020 09:31:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Nov-16-2020 09:26:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is present,
but lab normal range
(Low, high or Unit)
is missing. Please
correct or confirm.

Nov-16-2020 09:26:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
0.9

Initial Entry

5.g LNMT

Date Location User Value Reason

Nov-16-2020 09:31:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0.6

High
1.2

Unit
mg/dL

Transcription Error

Nov-16-2020 09:26:43
(UTC-05:00) Eastern

ACV0PFEINFP6000  Data Entry:
Low

Initial Entry
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(b) (4), 
(b) (6)

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

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

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

(b) (4)

FDA-CBER-2021-5683-0917022
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Time (US & Canada) 0.6

High
1.2
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(b) (4), (b) (6)

(b) (4)

FDA-CBER-2021-5683-0917023
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Lab Panel:

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMISTRY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Nov-25-2020 01:54:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-24-2020 11:50:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Nov-24-2020 11:50:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
St. Vincents Hospital Riverside 1 S
hircliff Way Jacksonville FL 32204

New Information

Nov-23-2020 14:22:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: Please enter
complete Lab name
and address

Nov-16-2020 09:47:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Chemistry

Initial Entry

3. Collection Date:

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/24/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry
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(b) (4), 
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.a

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

329

Test:: C Reactive Protei
n_PX329

Result::

Not Done:: NOT DONE

Lab Normal Ran
ge:

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
329

Initial Entry

5.a Test:

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
C Reactive Protein_PX329

Initial Entry

5.a Not Done:

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.b

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

30

Test:: Alanine Aminotran
sferase_PX30

Result::

Initial Entry
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Page 518 of 796

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Not Done:: NOT DONE

Lab Normal Ra
nge:

5.b Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30

Initial Entry

5.b Test:

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Alanine Aminotransferase_PX30

Initial Entry

5.b Not Done:

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.c

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern 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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(b) (6)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.c Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28

Initial Entry

5.c Test:

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Aspartate Aminotransferase_PX28

Initial Entry

5.c Not Done:

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.d

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern 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

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

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

FDA-CBER-2021-5683-0917027
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.d Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
35

Initial Entry

5.d Test:

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Alkaline Phosphatase_PX35

Initial Entry

5.d Not Done:

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.e

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern 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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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.e Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
21

Initial Entry

5.e Test:

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Bilirubin_PX21

Initial Entry

5.e Not Done:

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.f

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

47

Test:: Blood Urea Nitro
gen_PX47

Result:: 6

Not Done::

Lab Normal Ran
ge:

Low
7

High
25

Unit
mg/dL

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.f Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
47

Initial Entry

5.f Test:

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Blood Urea Nitrogen_PX47

Initial Entry

5.f Result:

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
6

Initial Entry

5.f LNMT

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

7

High
25

Unit
mg/dL

Initial Entry

5.g

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

48

Test:: Creatinine_P
X48

Result:: 0.8

Not Done::

Initial Entry
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(b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0917030



Page 523 of 796

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Lab Normal Range: Low
0.6

High
1.2

Unit
mg/dL

5.g Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
48

Initial Entry

5.g Test:

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Creatinine_PX48

Initial Entry

5.g Result:

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
0.8

Initial Entry

5.g LNMT

Date Location User Value Reason

Nov-16-2020 09:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0.6

High
1.2

Unit
mg/dL

Initial Entry
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(b) (4), 
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(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Lab Panel:

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMISTRY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Nov-25-2020 01:55:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-24-2020 11:50:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Nov-24-2020 11:50:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
St. Vincents Hospital Riverside 1 S
hircliff Way Jacksonville FL 32204

New Information

Nov-23-2020 14:22:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: Please enter
complete Lab name
and address

Nov-16-2020 09:53:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Chemistry

Initial Entry

3. Collection Date:

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/26/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.a

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

329

Test:: C Reactive Protei
n_PX329

Result::

Not Done:: NOT DONE

Lab Normal Ran
ge:

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
329

Initial Entry

5.a Test:

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
C Reactive Protein_PX329

Initial Entry

5.a Not Done:

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.b

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

30

Test:: Alanine Aminotran
sferase_PX30

Result::

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Not Done:: NOT DONE

Lab Normal Ra
nge:

5.b Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30

Initial Entry

5.b Test:

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Alanine Aminotransferase_PX30

Initial Entry

5.b Not Done:

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.c

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern 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

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

(b) (4), 
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.c Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28

Initial Entry

5.c Test:

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Aspartate Aminotransferase_PX28

Initial Entry

5.c Not Done:

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.d

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern 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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(b) (6)

(b) (4), 
(b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.d Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
35

Initial Entry

5.d Test:

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Alkaline Phosphatase_PX35

Initial Entry

5.d Not Done:

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.e

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern 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
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.e Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
21

Initial Entry

5.e Test:

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Bilirubin_PX21

Initial Entry

5.e Not Done:

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.f

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

47

Test:: Blood Urea Nitro
gen_PX47

Result:: 5

Not Done::

Lab Normal Ran
ge:

Low
7

High
25

Unit
mg/dL

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.f Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
47

Initial Entry

5.f Test:

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Blood Urea Nitrogen_PX47

Initial Entry

5.f Result:

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
5

Initial Entry

5.f LNMT

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

7

High
25

Unit
mg/dL

Initial Entry

5.g

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

48

Test:: Creatinine_P
X48

Result:: 0.9

Not Done::

Initial Entry
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(b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0917038



Page 531 of 796
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Lab Normal Range: Low
0.6

High
1.2

Unit
mg/dL

5.g Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
48

Initial Entry

5.g Test:

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Creatinine_PX48

Initial Entry

5.g Result:

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
0.9

Initial Entry

5.g LNMT

Date Location User Value Reason

Nov-16-2020 09:53:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0.6

High
1.2

Unit
mg/dL

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Lab Panel:

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMISTRY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Nov-25-2020 01:55:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-24-2020 11:51:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Nov-24-2020 11:51:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
St. Vincents Hospital Riverside 1 S
hircliff Way Jacksonville FL 32204

New Information

Nov-23-2020 14:22:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: Please enter
complete Lab name
and address

Nov-16-2020 09:57:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Chemistry

Initial Entry

3. Collection Date:

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/27/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.a

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

329

Test:: C Reactive Protei
n_PX329

Result::

Not Done:: NOT DONE

Lab Normal Ran
ge:

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
329

Initial Entry

5.a Test:

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
C Reactive Protein_PX329

Initial Entry

5.a Not Done:

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.b

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

30

Test:: Alanine Aminotran
sferase_PX30

Result::

Initial Entry
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(b) (4), 
(b) (6)

(b) (4)

FDA-CBER-2021-5683-0917041
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Not Done:: NOT DONE

Lab Normal Ra
nge:

5.b Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30

Initial Entry

5.b Test:

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Alanine Aminotransferase_PX30

Initial Entry

5.b Not Done:

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.c

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern 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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(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.c Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28

Initial Entry

5.c Test:

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Aspartate Aminotransferase_PX28

Initial Entry

5.c Not Done:

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.d

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern 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
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.d Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
35

Initial Entry

5.d Test:

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Alkaline Phosphatase_PX35

Initial Entry

5.d Not Done:

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.e

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern 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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(b) (4), 
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FDA-CBER-2021-5683-0917044
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.e Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
21

Initial Entry

5.e Test:

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Bilirubin_PX21

Initial Entry

5.e Not Done:

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.f

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

47

Test:: Blood Urea Nitro
gen_PX47

Result:: 8

Not Done::

Lab Normal Ran
ge:

Low
7

High
25

Unit
mg/dL

Initial Entry

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

(b) (4), 
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.f Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
47

Initial Entry

5.f Test:

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Blood Urea Nitrogen_PX47

Initial Entry

5.f Result:

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
8

Initial Entry

5.f LNMT

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

7

High
25

Unit
mg/dL

Initial Entry

5.g

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

48

Test:: Creatinine_P
X48

Result:: 1.0

Not Done::

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Lab Normal Range: Low
0.6

High
1.2

Unit
mg/dL

5.g Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
48

Initial Entry

5.g Test:

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Creatinine_PX48

Initial Entry

5.g Result:

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
1.0

Initial Entry

5.g LNMT

Date Location User Value Reason

Nov-16-2020 09:57:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0.6

High
1.2

Unit
mg/dL

Initial Entry
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(b) (4), 
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(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Lab Panel:

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMISTRY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Nov-25-2020 02:01:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-24-2020 11:51:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Nov-24-2020 11:51:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
St. Vincents Hospital Riverside 1 S
hircliff Way Jacksonville FL 32204

New Information

Nov-23-2020 14:22:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: Please enter
complete Lab name
and address

Nov-16-2020 10:02:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Chemistry

Initial Entry

3. Collection Date:

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/28/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry
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(b) (4), (b) (6)
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(b) (4), 
(b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0917048
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.a

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

329

Test:: C Reactive Protei
n_PX329

Result::

Not Done:: NOT DONE

Lab Normal Ran
ge:

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
329

Initial Entry

5.a Test:

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
C Reactive Protein_PX329

Initial Entry

5.a Not Done:

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.b

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

30

Test:: Alanine Aminotran
sferase_PX30

Result::

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Not Done:: NOT DONE

Lab Normal Ra
nge:

5.b Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30

Initial Entry

5.b Test:

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Alanine Aminotransferase_PX30

Initial Entry

5.b Not Done:

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.c

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern 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
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.c Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28

Initial Entry

5.c Test:

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Aspartate Aminotransferase_PX28

Initial Entry

5.c Not Done:

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.d

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern 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

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

(b) (4), 
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.d Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
35

Initial Entry

5.d Test:

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Alkaline Phosphatase_PX35

Initial Entry

5.d Not Done:

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.e

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern 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
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.e Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
21

Initial Entry

5.e Test:

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Bilirubin_PX21

Initial Entry

5.e Not Done:

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.f

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

47

Test:: Blood Urea Nitro
gen_PX47

Result:: 16

Not Done::

Lab Normal Ran
ge:

Low
7

High
25

Unit
mg/dL

Initial Entry

09
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ae
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(b) (4), 
(b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0917053
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.f Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
47

Initial Entry

5.f Test:

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Blood Urea Nitrogen_PX47

Initial Entry

5.f Result:

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
16

Initial Entry

5.f LNMT

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

7

High
25

Unit
mg/dL

Initial Entry

5.g

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

48

Test:: Creatinine_P
X48

Result:: 1.3

Not Done::

Initial Entry
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(b) (4), 
(b) (6)

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

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

(b) (4)

FDA-CBER-2021-5683-0917054
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Lab Normal Range: Low
0.6

High
1.2

Unit
mg/dL

5.g Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
48

Initial Entry

5.g Test:

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Creatinine_PX48

Initial Entry

5.g Result:

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
1.3

Initial Entry

5.g LNMT

Date Location User Value Reason

Nov-16-2020 10:02:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0.6

High
1.2

Unit
mg/dL

Initial Entry

09
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77
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ae

3e
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(b) (4), 
(b) (6)

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

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

(b) (4)

FDA-CBER-2021-5683-0917055
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Lab Panel:

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMISTRY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Nov-25-2020 03:41:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-24-2020 11:51:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Nov-24-2020 11:51:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
St. Vincents Hospital Riverside 1 S
hircliff Way Jacksonville FL 32204

New Information

Nov-23-2020 14:23:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: Please enter
complete Lab name
and address

Nov-16-2020 10:07:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Chemistry

Initial Entry

3. Collection Date:

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/29/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry
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(b) (4), 
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(b) (4), (b) (6)
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(4), 
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(b) (4), 
(b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0917056
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.a

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

329

Test:: C Reactive Protei
n_PX329

Result::

Not Done:: NOT DONE

Lab Normal Ran
ge:

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
329

Initial Entry

5.a Test:

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
C Reactive Protein_PX329

Initial Entry

5.a Not Done:

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.b

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

30

Test:: Alanine Aminotran
sferase_PX30

Result::

Initial Entry
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(b) (4), 
(b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0917057
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Not Done:: NOT DONE

Lab Normal Ra
nge:

5.b Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30

Initial Entry

5.b Test:

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Alanine Aminotransferase_PX30

Initial Entry

5.b Not Done:

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.c

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern 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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(b) (4), 
(b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0917058
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.c Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28

Initial Entry

5.c Test:

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Aspartate Aminotransferase_PX28

Initial Entry

5.c Not Done:

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.d

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern 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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(b) (4), 
(b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0917059
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.d Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
35

Initial Entry

5.d Test:

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Alkaline Phosphatase_PX35

Initial Entry

5.d Not Done:

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.e

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern 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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(b) (4), 
(b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0917060
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.e Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
21

Initial Entry

5.e Test:

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Bilirubin_PX21

Initial Entry

5.e Not Done:

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.f

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

47

Test:: Blood Urea Nitro
gen_PX47

Result:: 19

Not Done::

Lab Normal Ran
ge:

Low
7

High
25

Unit
mg/dL

Initial Entry

09
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(b) (4), 
(b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0917061
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.f Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
47

Initial Entry

5.f Test:

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Blood Urea Nitrogen_PX47

Initial Entry

5.f Result:

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
19

Initial Entry

5.f LNMT

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

7

High
25

Unit
mg/dL

Initial Entry

5.g

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

48

Test:: Creatinine_P
X48

Result:: 1.4

Not Done::

Initial Entry
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(b) (4), 
(b) (6)

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

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

(b) (4)

FDA-CBER-2021-5683-0917062
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Lab Normal Range: Low
0.6

High
1.2

Unit
mg/dL

5.g Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
48

Initial Entry

5.g Test:

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Creatinine_PX48

Initial Entry

5.g Result:

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
1.4

Initial Entry

5.g LNMT

Date Location User Value Reason

Nov-16-2020 10:07:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0.6

High
1.2

Unit
mg/dL

Initial Entry
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(b) (4), 
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(b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0917063
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Lab Panel:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

3. Collection Date:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.a

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identi
fier:

Not Do
ne

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Initial Entry
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(b) (4), 
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(b) (4), 
(b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0917064
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Lab Normal Range: Not Do
ne

5.a Sponsor ID:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.a Test:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.a Result:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.a Not Done:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.a LNMT

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.b

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identi
fier:

Not Do
ne

Initial Entry
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(b) (6)

(b) (4), 
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

5.b Sponsor ID:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.b Test:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.b Result:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.b Not Done:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.b LNMT

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.c

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identi
fier:

Not Do
ne

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.c Sponsor ID:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.c Test:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.c Result:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.c Not Done:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.c LNMT

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.d

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identi
fier:

Not Do
ne

Test:: Not Do
ne

Initial Entry

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

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

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

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

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

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

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

(b) (4)

FDA-CBER-2021-5683-0917068



Page 561 of 796

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

5.d Sponsor ID:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.d Test:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.d Result:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.d Not Done:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.d LNMT

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identi
fier:

Not Do
ne

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.e Sponsor ID:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.e Test:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.e Result:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.e Not Done:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.e LNMT

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.f

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identi
fier:

Not Do
ne

Test:: Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

5.f Sponsor ID:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.f Test:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.f Result:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.f Not Done:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.f LNMT

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identi
fier:

Not Do
ne

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.g Sponsor ID:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.g Test:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.g Result:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.g Not Done:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.g LNMT

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.h

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identi
fier:

Not Do
ne

Test:: Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

5.h Sponsor ID:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.h Test:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.h Result:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.h Not Done:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.h LNMT

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identi
fier:

Not Do
ne

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

5.i Sponsor ID:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.i Test:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.i Result:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.i Not Done:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.i LNMT

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.j

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Identi
fier:

Not Do
ne

Initial Entry

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

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

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

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

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

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

(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

5.j Sponsor ID:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.j Test:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.j Result:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.j Not Done:

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.j LNMT

Date Location User Value Reason

Oct-13-2020 13:28:29
(UTC-05:00) Eastern
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
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - Audit
Trail

Form Version: 10-Oct-2020 16:02 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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(b) (4), 
(b) (6)

(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - Audit
Trail

Form Version: 10-Oct-2020 16:02 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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(b) (4), 
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(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - Audit
Trail

Form Version: 10-Oct-2020 16:02 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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Page 574 of 796

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - Audit
Trail

Form Version: 10-Oct-2020 16:02 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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(b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - Audit
Trail

Form Version: 10-Oct-2020 16:02 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - Audit
Trail

Form Version: 10-Oct-2020 16:02 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Lab Panel:

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HEMATOLOGY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Nov-20-2020 02:10:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-19-2020 13:17:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed
Information

Nov-19-2020 13:17:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
St. Vincents Hospital Riverside 1
Shircliff Way Jacksonville FL 322
04

Changed
Information

Nov-17-2020 17:45:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened DM2: Please add
Lab Address.

Nov-17-2020 16:51:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
St. Vincents Hospital Riverside

Changed
Information

Nov-17-2020 16:50:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed
Information

Nov-17-2020 16:50:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
St. Vincents

Changed
Information

Nov-17-2020 04:37:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: Please consider
updating Lab Name
and Address in this
particular field,
thank you.

Nov-16-2020 09:40:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Hematology

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

3. Collection Date:

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/23/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

1

Test:: Hemoglobin_
PX1

Result:: 8.2

Not Done::

Lab Normal Range: Low
12.0

High
16.0

Unit
g/dL

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

5.a Test:

Date Location User Value Reason

Nov-16-2020 09:40:05 ACV0PFEINFP6000  Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Hemoglobin_PX1

5.a Result:

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
8.2

Initial Entry

5.a LNMT

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

12.0

High
16.0

Unit
g/dL

Initial Entry

5.b

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

2

Test:: Hematocrit_
PX2

Result:: 27

Not Done::

Lab Normal Range: Low
36.0

High
46.0

Unit
%

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.b Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

5.b Test:

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Hematocrit_PX2

Initial Entry

5.b Result:

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
27

Initial Entry

5.b LNMT

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

36.0

High
46.0

Unit
%

Initial Entry

5.c

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

3

Test:: Erythrocytes_
PX3

Result::

Not Done:: NOT DONE

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Lab Normal Range:

5.c Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

5.c Test:

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Erythrocytes_PX3

Initial Entry

5.c Not Done:

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.d

Date Location User Value Reason

Nov-16-2020 13:57:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Ide
ntifier:

5

Test:: Platelets_P
X5

Result:: 265

Not Done::

Lab Normal Range: Low
150

High
450

Unit
10^3/uL

New Information

Nov-16-2020 09:40:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide 5

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

ntifier:

Test:: Platelets_P
X5

Result:: 265

Not Done::

Lab Normal Range: Low
150

High
450
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.d Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

5.d Test:

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Platelets_PX5

Initial Entry

5.d Result:

Date Location User Value Reason

Nov-16-2020 16:23:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-16-2020 13:57:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Answer Auto Query

Nov-16-2020 12:06:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened Please update unit
as 10^3/uL

Nov-16-2020 09:40:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered value is k/mCL

Nov-16-2020 09:40:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is present,
but lab normal
range (Low, high or
Unit) is missing.
Please correct or
confirm.

Nov-16-2020 09:40:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
265

Initial Entry

5.d LNMT
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Nov-16-2020 13:57:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

150

High
450

Unit
10^3/uL

New Information

Nov-16-2020 09:40:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

150

High
450

Initial Entry

5.e

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

7

Test:: Leukocytes_
PX7

Result::

Not Done:: NOT DONE

Lab Normal Range:

Initial Entry
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(b) (6)

(b) (4)

FDA-CBER-2021-5683-0917092



Page 585 of 796

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.e Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

5.e Test:

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Leukocytes_PX7

Initial Entry

5.e Not Done:

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.f

Date Location User Value Reason

Nov-19-2020 13:51:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

608

Test:: Neutrophils_
PX608

Result:: 8.70

Not Done::

Lab Normal Rang
e:

Low
36

High
70

Unit
/uL

Transcription Error

Nov-17-2020 16:48:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

608

Test:: Neutrophils_
PX608

Changed Information
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(b) (4), 
(b) (6)

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

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

(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Result:: 8.70

Not Done::

Lab Normal Rang
e:

Low
36

High
70

Unit
%

Nov-16-2020 09:40:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

608

Test:: Neutrophils_
PX608

Result:: 79

Not Done::

Lab Normal Rang
e:

Low
36

High
70

Unit
%

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.f Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
608

Initial Entry

5.f Test:

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Neutrophils_PX608

Initial Entry

5.f Result:

Date Location User Value Reason

Nov-20-2020
00:35:44
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 3:
Closed

Response satisfies
query

Nov-19-2020
13:51:20
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 3:
Answered

corrected, absolute
value

Nov-19-2020
05:28:27
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 3:
Opened

DMW5406461;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-18-2020
03:44:28
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 3:
Candidate

DMW5406461;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-17-2020
17:44:31
(UTC-05:00)

ACV0PFEINFP6000  Query 2:
Closed

Response satisfies
query09
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Page 588 of 796

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Eastern Time
(US & Canada)

Nov-17-2020
16:48:22
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2:
Answered

Changed Information

Nov-17-2020
16:48:22
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Ent
ry:
8.70

Changed Information

Nov-17-2020
09:26:04
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 2:
Opened

Please review and
confirm values of
Neutrophils,
Eosinophils,
Monocytes, Basophils
and Lymphocytes
since the total is
greater than 100 and
the unit is %

Nov-17-2020
09:25:10
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Closed

Closing as will raise
only 1 query for the
total of Neutrophils,
Eosinophils,
Monocytes, Basophils
and Lymphocytes that
is > 100

Nov-17-2020
03:14:44
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388893;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
09:40:05
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Ent
ry:
79

Initial Entry

5.f LNMT

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Nov-19-2020 13:51:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

36

High
70

Unit
/uL

Transcription Error

Nov-16-2020 09:40:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

36

High
70

Unit
%

Initial Entry

5.g

Date Location User Value Reason

Nov-19-2020 13:53:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

609

Test:: Eosinophils_
PX609

Result:: 0.20

Not Done::

Lab Normal Rang
e:

Low
0

High
7

Unit
/uL

Transcription Error

Nov-17-2020 16:49:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

609

Test:: Eosinophils_
PX609

Result:: 0.20

Not Done::

Changed Information
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(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Lab Normal Rang
e:

Low
0

High
7

Unit
%
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

5.g

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

609

Test:: Eosinophils_P
X609

Result:: 2

Not Done::

Lab Normal Range: Low
0

High
7

Unit
%

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.g Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
609

Initial Entry

5.g Test:

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Eosinophils_PX609

Initial Entry

5.g Result:

Date Location User Value Reason

Nov-19-2020
23:41:36
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query 2:
Closed

Response satisfies
query

Nov-19-2020
13:51:29
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query 2:
Answered

corrected, absolute
value

Nov-19-2020
05:28:07
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query 2:
Opened

DMW5406459;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-18-2020
03:44:28
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 2:
Candidate

DMW5406459;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.09
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(b) (4), (b) (6)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Nov-17-2020
16:49:11
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Data Ent
ry:
0.20

Changed Information

Nov-17-2020
09:26:13
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query 1:
Closed

Closing as will raise
only 1 query for the
total of Neutrophils,
Eosinophils,
Monocytes, Basophils
and Lymphocytes that
is > 100

Nov-17-2020
03:14:44
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388900;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
09:40:05
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Data Ent
ry:
2

Initial Entry

5.g LNMT

Date Location User Value Reason

Nov-19-2020 13:53:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
7

Unit
/uL

Transcription Error

Nov-16-2020 09:40:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High

Initial Entry
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(b) (4), 
(b) (6)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

7

Unit
%

5.h

Date Location User Value Reason

Nov-19-2020 13:53:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

612

Test:: Monocytes_
PX612

Result:: 0.60

Not Done::

Lab Normal Rang
e:

Low
0

High
10

Unit
/uL

Transcription Error

Nov-17-2020 16:49:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

612

Test:: Monocytes_
PX612

Result:: 0.60

Not Done::

Lab Normal Rang
e:

Low
0

High
10

Unit
%

Changed Information

Nov-16-2020 09:40:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

612

Test:: Monocytes_
PX612

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Result:: 5

Not Done::

Lab Normal Rang
e:
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High
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Unit
%
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.h Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
612

Initial Entry

5.h Test:

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Monocytes_PX612

Initial Entry

5.h Result:

Date Location User Value Reason

Nov-20-2020
02:33:06
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query 2:
Closed

Response satisfies
query

Nov-19-2020
13:51:38
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query 2:
Answered

corrected, absolute
value

Nov-19-2020
04:27:19
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query 2:
Opened

DMW5406451;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-18-2020
03:44:28
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 2:
Candidate

DMW5406451;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Nov-17-2020
16:49:26
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Data Ent
ry:
0.60

Changed Information

Nov-17-2020
09:26:20
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query 1:
Closed

Closing as will raise
only 1 query for the
total of Neutrophils,
Eosinophils,
Monocytes, Basophils
and Lymphocytes that
is > 100

Nov-17-2020
03:14:44
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388894;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
09:40:05
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Data Ent
ry:
5

Initial Entry

5.h LNMT

Date Location User Value Reason

Nov-19-2020 13:53:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
10

Unit
/uL

Transcription Error

Nov-16-2020 09:40:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High

Initial Entry
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(b) (4), (b) (6)

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

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

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

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

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0917105
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

10

Unit
%

5.i

Date Location User Value Reason

Nov-19-2020 13:53:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

610

Test:: Basophils_P
X610

Result:: 0.10

Not Done::

Lab Normal Rang
e:

Low
0

High
2

Unit
/uL

Transcription Error

Nov-17-2020 16:49:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

610

Test:: Basophils_P
X610

Result:: 0.10

Not Done::

Lab Normal Rang
e:

Low
0

High
2

Unit
%

Changed Information

Nov-16-2020 09:40:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

610

Test:: Basophils_P
X610

Initial Entry

09
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(b) (4), (b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0917106



Page 599 of 796

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Result:: 1

Not Done::

Lab Normal Rang
e:

Low
0

High
2

Unit
%
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FDA-CBER-2021-5683-0917107
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.i Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
610

Initial Entry

5.i Test:

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Basophils_PX610

Initial Entry

5.i Result:

Date Location User Value Reason

Nov-20-2020
02:32:50
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query 2:
Closed

Response satisfies
query

Nov-19-2020
13:51:46
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query 2:
Answered

corrected, absolute
value

Nov-19-2020
05:24:43
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query 2:
Opened

DMW5406484;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-18-2020
03:44:28
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 2:
Candidate

DMW5406484;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.09

01
77

e1
96

ae
3e

20
\F

in
al

\F
in

al
 O

n:
 0

1-
A

pr
-2

02
1 

04
:4

6 
(G

M
T

)
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Page 601 of 796

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Nov-17-2020
16:49:48
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Data Ent
ry:
0.10

Changed Information

Nov-17-2020
09:26:27
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query 1:
Closed

Closing as will raise
only 1 query for the
total of Neutrophils,
Eosinophils,
Monocytes, Basophils
and Lymphocytes that
is > 100

Nov-17-2020
03:14:44
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388895;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
09:40:05
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Data Ent
ry:
1

Initial Entry

5.i LNMT

Date Location User Value Reason

Nov-19-2020 13:53:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
2

Unit
/uL

Transcription Error

Nov-16-2020 09:40:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High

Initial Entry
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(b) (4), (b) (6)

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

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

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

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

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0917109
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

2

Unit
%

5.j

Date Location User Value Reason

Nov-19-2020 13:53:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined
Identifier:

611

Test:: Lymphocytes
_PX611

Result:: 1.50

Not Done::

Lab Normal Ran
ge:

Low
25

High
45

Unit
/uL

Transcription Error

Nov-17-2020 16:52:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined
Identifier:

611

Test:: Lymphocytes
_PX611

Result:: 1.50

Not Done::

Lab Normal Ran
ge:

Low
25

High
45

Unit
%

Changed Information

Nov-16-2020 09:40:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

611

Test:: Lymphocytes
_PX611

Initial Entry
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(b) (4), (b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0917110
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Result:: 14

Not Done::

Lab Normal Ran
ge:

Low
25

High
45

Unit
%

5.j Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
611

Initial Entry

5.j Test:

Date Location User Value Reason

Nov-16-2020 09:40:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Lymphocytes_PX611

Initial Entry

5.j Result:

Date Location User Value Reason

Nov-19-2020 23:40:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Closed Response satisfies
query

Nov-19-2020 13:52:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Answered corrected, absolute
value
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

5.j Result:

Date Location User Value Reason

Nov-19-2020
05:28:41
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query 2:
Opened

DMW5406453;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-18-2020
03:44:28
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 2:
Candidate

DMW5406453;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-17-2020
16:52:13
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Data Ent
ry:
1.50

Changed Information

Nov-17-2020
09:26:34
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query 1:
Closed

Closing as will raise
only 1 query for the
total of Neutrophils,
Eosinophils,
Monocytes, Basophils
and Lymphocytes that
is > 100

Nov-17-2020
03:14:44
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388901;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
09:40:05
(UTC-05:00)
Eastern Time
(US &

ACV0PFEINFP6000  Data Ent
ry:
14

Initial Entry
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(b) (4), (b) (6)
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(b) (4), (b) (6)

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

(b) (4)

(b) (4)

(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Canada)

5.j LNMT

Date Location User Value Reason

Nov-19-2020 13:53:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

25

High
45

Unit
/uL

Transcription Error

Nov-16-2020 09:40:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

25

High
45

Unit
%

Initial Entry

09
01

77
e1
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ae

3e
20
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(b) (4), (b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0917113
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Lab Panel:

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HEMATOLOGY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Nov-25-2020 02:30:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-24-2020 11:51:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Nov-24-2020 11:51:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
St. Vincents Hospital Riverside 1 S
hircliff Way Jacksonville FL 32204

New Information

Nov-23-2020 14:23:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: Please enter
complete Lab name
and address

Nov-16-2020 09:44:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Hematology

Initial Entry

3. Collection Date:

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/24/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.a

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

1

Test:: Hemoglobin_
PX1

Result:: 8.6

Not Done::

Lab Normal Range: Low
12.0

High
16.0

Unit
g/L

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

5.a Test:

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Hemoglobin_PX1

Initial Entry

5.a Result:

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
8.6

Initial Entry

5.a LNMT

Date Location User Value Reason

Nov-16-2020 09:44:34 ACV0PFEINFP6000  Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Low
12.0

High
16.0

Unit
g/L

5.b

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

2

Test:: Hematocrit_
PX2

Result:: 28.4

Not Done::

Lab Normal Range: Low
36.0

High
46.0

Unit
%

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.b Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

5.b Test:

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Hematocrit_PX2

Initial Entry

5.b Result:

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
28.4

Initial Entry

5.b LNMT

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

36.0

High
46.0

Unit
%

Initial Entry

5.c

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

3

Test:: Erythrocytes_
PX3

Result::

Not Done:: NOT DONE

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Lab Normal Range:

5.c Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

5.c Test:

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Erythrocytes_PX3

Initial Entry

5.c Not Done:

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.d

Date Location User Value Reason

Nov-16-2020 13:57:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Ide
ntifier:

5

Test:: Platelets_P
X5

Result:: 250

Not Done::

Lab Normal Range: Low
150

High
450

Unit
10^3/uL

New Information

Nov-16-2020 09:44:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide 5

Initial Entry
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(b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0917118
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

ntifier:

Test:: Platelets_P
X5

Result:: 250

Not Done::

Lab Normal Range: Low
150

High
450
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.d Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

5.d Test:

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Platelets_PX5

Initial Entry

5.d Result:

Date Location User Value Reason

Nov-16-2020 16:23:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-16-2020 13:57:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Answer Auto Query

Nov-16-2020 12:09:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened Please select
10^3/uL in the drop
down for Unit.

Nov-16-2020 09:46:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered value is in k/mcL

Nov-16-2020 09:44:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is present,
but lab normal
range (Low, high or
Unit) is missing.
Please correct or
confirm.

Nov-16-2020 09:44:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
250

Initial Entry

5.d LNMT

Date Location User Value Reason09
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(b) (4), (b) (6)

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

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

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

(b) (4)

FDA-CBER-2021-5683-0917120
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Nov-16-2020 13:57:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

150

High
450

Unit
10^3/uL

New Information

Nov-16-2020 09:44:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

150

High
450

Initial Entry

5.e

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

7

Test:: Leukocytes_
PX7

Result::

Not Done:: NOT DONE

Lab Normal Range:

Initial Entry
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(b) (4), 
(b) (6)

(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.e Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

5.e Test:

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Leukocytes_PX7

Initial Entry

5.e Not Done:

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.f

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

608

Test:: Neutrophils_P
X608

Result:: 77

Not Done::

Lab Normal Range: Low
36

High
70

Unit
%

Initial Entry
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(b) (4), 
(b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0917122
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.f Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
608

Initial Entry

5.f Test:

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Neutrophils_PX608

Initial Entry

5.f Result:

Date Location User Value Reason

Nov-18-2020
00:33:10
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 2:
Closed

Response satisfies
query

Nov-17-2020
16:52:53
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 2:
Answered

Changed data per
query

Nov-17-2020
09:27:50
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 2:
Opened

Please review and
confirm values of
Neutrophils,
Eosinophils,
Monocytes, Basophils
and Lymphocytes
since the total is
greater than 100 and
the unit is %

Nov-17-2020
09:27:24
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Closed

Closing as will raise
only 1 query for the
total of Neutrophils,
Eosinophils,
Monocytes, Basophils
and Lymphocytes that
is > 10009
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(b) (4), 
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(b) (4), (b) (6)

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

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

(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Nov-17-2020
03:14:44
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388896;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
09:44:34
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Ent
ry:
77

Initial Entry

5.f LNMT

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

36

High
70

Unit
%

Initial Entry

5.g

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

609

Test:: Eosinophils_P
X609

Result:: 2

Not Done::

Lab Normal Range: Low
0

High
7

Unit
%

Initial Entry

09
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(b) (4), (b) (6)

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

(b) (4)

(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.g Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
609

Initial Entry

5.g Test:

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Eosinophils_PX609

Initial Entry

5.g Result:

Date Location User Value Reason

Nov-17-2020
09:27:15
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Closed

Closing as will raise
only 1 query for the
total of Neutrophils,
Eosinophils,
Monocytes, Basophils
and Lymphocytes that
is > 100

Nov-17-2020
03:10:35
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388886;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
09:44:34
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Ent
ry:
2

Initial Entry

5.g LNMT

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

Initial Entry
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(b) (4), 
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(b) (4), (b) (6)

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

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

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0917125
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

High
7

Unit
%

5.h

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

612

Test:: Monocytes_P
X612

Result:: 6

Not Done::

Lab Normal Range: Low
0

High
10

Unit
%

Initial Entry

5.h Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
612

Initial Entry

5.h Test:

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Monocytes_PX612

Initial Entry

09
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(b) (4), 
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

5.h Result:

Date Location User Value Reason

Nov-17-2020
09:27:08
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query 1:
Closed

Closing as will raise
only 1 query for the
total of Neutrophils,
Eosinophils,
Monocytes, Basophils
and Lymphocytes that
is > 100

Nov-17-2020
03:14:44
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388897;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
09:44:34
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Data Ent
ry:
6

Initial Entry

5.h LNMT

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
10

Unit
%

Initial Entry

5.i

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

610

Initial Entry

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

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

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

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

(b) (4)

(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Test:: Basophils_PX
610

Result:: 1

Not Done::

Lab Normal Range: Low
0

High
2

Unit
%
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.i Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
610

Initial Entry

5.i Test:

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Basophils_PX610

Initial Entry

5.i Result:

Date Location User Value Reason

Nov-17-2020
09:27:02
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Closed

Closing as will raise
only 1 query for the
total of Neutrophils,
Eosinophils,
Monocytes, Basophils
and Lymphocytes that
is > 100

Nov-17-2020
03:10:35
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388884;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
09:44:34
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Ent
ry:
1

Initial Entry

5.i LNMT

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

Initial Entry
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(b) (4), 
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

High
2

Unit
%

5.j

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

611

Test:: Lymphocytes_
PX611

Result:: 15

Not Done::

Lab Normal Range
:

Low
25

High
45

Unit
%

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.j Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
611

Initial Entry

5.j Test:

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Lymphocytes_PX611

Initial Entry

5.j Result:

Date Location User Value Reason

Nov-17-2020
09:26:55
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Closed

Closing as will raise
only 1 query for the
total of Neutrophils,
Eosinophils,
Monocytes, Basophils
and Lymphocytes that
is > 100

Nov-17-2020
03:14:44
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388902;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
09:44:34
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Ent
ry:
15

Initial Entry

5.j LNMT

Date Location User Value Reason

Nov-16-2020 09:44:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

25

Initial Entry

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

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

(b) (4), (b) (6)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

High
45

Unit
%
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Lab Panel:

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HEMATOLOGY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Nov-25-2020 03:41:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-24-2020 11:52:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Nov-24-2020 11:52:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
St. Vincents Hospital Riverside 1 S
hircliff Way Jacksonville FL 32204

New Information

Nov-23-2020 14:23:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: Please enter
complete Lab name
and address

Nov-16-2020 09:51:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Hematology

Initial Entry

3. Collection Date:

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/26/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry
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(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.a

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

1

Test:: Hemoglobin_
PX1

Result:: 8.2

Not Done::

Lab Normal Range: Low
12

High
16

Unit
g/dL

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

5.a Test:

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Hemoglobin_PX1

Initial Entry

5.a Result:

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
8.2

Initial Entry

5.a LNMT

Date Location User Value Reason

Nov-16-2020 09:51:41 ACV0PFEINFP6000  Data Entry: Initial Entry

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)
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(b) (6)
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(b) (6)

(b) (4)

(b) (4), (b) (6)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Low
12

High
16

Unit
g/dL

5.b

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

2

Test:: Hematocrit_
PX2

Result:: 27.6

Not Done::

Lab Normal Range: Low
36

High
46

Unit
%

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.b Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

5.b Test:

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Hematocrit_PX2

Initial Entry

5.b Result:

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
27.6

Initial Entry

5.b LNMT

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

36

High
46

Unit
%

Initial Entry

5.c

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

3

Test:: Erythrocytes_
PX3

Result::

Not Done:: NOT DONE

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Lab Normal Range:

5.c Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

5.c Test:

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Erythrocytes_PX3

Initial Entry

5.c Not Done:

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.d

Date Location User Value Reason

Nov-16-2020 13:58:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Ide
ntifier:

5

Test:: Platelets_P
X5

Result:: 231

Not Done::

Lab Normal Range: Low
150

High
450

Unit
10^3/uL

New Information

Nov-16-2020 09:51:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide 5

Initial Entry
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(b) (6)
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(b) (6)

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

(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

ntifier:

Test:: Platelets_P
X5

Result:: 231

Not Done::

Lab Normal Range: Low
150

High
450
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.d Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

5.d Test:

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Platelets_PX5

Initial Entry

5.d Result:

Date Location User Value Reason

Nov-16-2020 16:23:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-16-2020 13:58:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Answer Auto Query

Nov-16-2020 12:09:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened Please select
10^3/uL in the drop
down for Unit.

Nov-16-2020 09:52:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered value is k/mcL

Nov-16-2020 09:51:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is present,
but lab normal
range (Low, high or
Unit) is missing.
Please correct or
confirm.

Nov-16-2020 09:51:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
231

Initial Entry

5.d LNMT

Date Location User Value Reason09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Nov-16-2020 13:58:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

150

High
450

Unit
10^3/uL

New Information

Nov-16-2020 09:51:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

150

High
450

Initial Entry

5.e

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

7

Test:: Leukocytes_
PX7

Result::

Not Done:: NOT DONE

Lab Normal Range:

Initial Entry
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(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.e Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

5.e Test:

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Leukocytes_PX7

Initial Entry

5.e Not Done:

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.f

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

608

Test:: Neutrophils_P
X608

Result:: 71

Not Done::

Lab Normal Range: Low
36

High
70

Unit
%

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.f Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
608

Initial Entry

5.f Test:

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Neutrophils_PX608

Initial Entry

5.f Result:

Date Location User Value Reason

Nov-17-2020
09:16:17
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Closed

Adds up to 100

Nov-17-2020
03:14:44
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388904;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
09:51:41
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Ent
ry:
71

Initial Entry

5.f LNMT

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

36

High
70

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Unit
%

5.g

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

609

Test:: Eosinophils_P
X609

Result:: 2

Not Done::

Lab Normal Range: Low
0

High
7

Unit
%

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.g Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
609

Initial Entry

5.g Test:

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Eosinophils_PX609

Initial Entry

5.g Result:

Date Location User Value Reason

Nov-17-2020
09:17:01
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Closed

Adds up to 100

Nov-17-2020
03:14:44
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388899;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
09:51:41
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Ent
ry:
2

Initial Entry

5.g LNMT

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
7

Initial Entry
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ae
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(b) (4), 
(b) (6)

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

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

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

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0917144
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Unit
%

5.h

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

612

Test:: Monocytes_P
X612

Result:: 8

Not Done::

Lab Normal Range: Low
0

High
10

Unit
%

Initial Entry
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(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.h Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
612

Initial Entry

5.h Test:

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Monocytes_PX612

Initial Entry

5.h Result:

Date Location User Value Reason

Nov-17-2020
09:17:10
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Closed

Adds up to 100

Nov-17-2020
03:10:35
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388885;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
09:51:41
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Ent
ry:
8

Initial Entry

09
01

77
e1

96
ae

3e
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 O
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(b) (4), 
(b) (6)

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

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

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0917146



Page 639 of 796

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

5.h LNMT

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
10

Unit
%

Initial Entry

5.i

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

610

Test:: Basophils_PX
610

Result:: 1

Not Done::

Lab Normal Range: Low
0

High
2

Unit
%

Initial Entry
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(b) (4), 
(b) (6)

(b) (4)

FDA-CBER-2021-5683-0917147
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.i Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
610

Initial Entry

5.i Test:

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Basophils_PX610

Initial Entry

5.i Result:

Date Location User Value Reason

Nov-17-2020
09:17:17
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Closed

Adds up to 100

Nov-17-2020
03:07:34
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388838;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
09:51:41
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Ent
ry:
1

Initial Entry

5.i LNMT

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
2

Initial Entry
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(b) (4), 
(b) (6)

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

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

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

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0917148
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Unit
%

5.j

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

611

Test:: Lymphocytes_
PX611

Result:: 18

Not Done::

Lab Normal Range
:

Low
25

High
45

Unit
%

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.j Sponsor ID:

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
611

Initial Entry

5.j Test:

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Lymphocytes_PX611

Initial Entry

5.j Result:

Date Location User Value Reason

Nov-17-2020
09:17:25
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Closed

Adds up to 100

Nov-17-2020
03:10:35
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388892;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
09:51:41
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Ent
ry:
18

Initial Entry

5.j LNMT

Date Location User Value Reason

Nov-16-2020 09:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

25

High
45

Initial Entry

09
01

77
e1
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ae

3e
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al

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

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

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

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

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0917150
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Unit
%
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Lab Panel:

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HEMATOLOGY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Nov-25-2020 04:31:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-24-2020 11:52:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Nov-24-2020 11:52:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
St. Vincents Hospital Riverside 1 S
hircliff Way Jacksonville FL 32204

New Information

Nov-23-2020 14:24:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: Please enter
complete Lab name
and address

Nov-16-2020 10:00:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Hematology

Initial Entry

3. Collection Date:

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/27/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry
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(b) (4), (b) (6)

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

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

(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.a

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

1

Test:: Hemoglobin_
PX1

Result:: 8.1

Not Done::

Lab Normal Range: Low
12

High
16

Unit
g/dL

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

5.a Test:

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Hemoglobin_PX1

Initial Entry

5.a Result:

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
8.1

Initial Entry

5.a LNMT

Date Location User Value Reason

Nov-16-2020 10:00:22 ACV0PFEINFP6000  Data Entry: Initial Entry
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(b) (4), 
(b) (6)

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

(b) (4)

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

FDA-CBER-2021-5683-0917153
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Low
12

High
16

Unit
g/dL

5.b

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

2

Test:: Hematocrit_
PX2

Result:: 26.8

Not Done::

Lab Normal Range: Low
36

High
46

Unit
%

Initial Entry
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(b) (6)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.b Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

5.b Test:

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Hematocrit_PX2

Initial Entry

5.b Result:

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
26.8

Initial Entry

5.b LNMT

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

36

High
46

Unit
%

Initial Entry

5.c

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

3

Test:: Erythrocytes_
PX3

Result::

Not Done:: NOT DONE

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Lab Normal Range:

5.c Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

5.c Test:

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Erythrocytes_PX3

Initial Entry

5.c Not Done:

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.d

Date Location User Value Reason

Nov-16-2020 13:58:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Ide
ntifier:

5

Test:: Platelets_P
X5

Result:: 201

Not Done::

Lab Normal Range: Low
150

High
450

Unit
10^3/uL

New Information

Nov-16-2020 10:00:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide 5

Initial Entry
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(b) (4), 
(b) (6)

(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

ntifier:

Test:: Platelets_P
X5

Result:: 201

Not Done::

Lab Normal Range: Low
150

High
450
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.d Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

5.d Test:

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Platelets_PX5

Initial Entry

5.d Result:

Date Location User Value Reason

Nov-16-2020 16:24:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-16-2020 13:58:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Answer Auto Query

Nov-16-2020 12:09:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened Please select
10^3/uL in the drop
down for Unit.

Nov-16-2020 10:00:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered value is k/mcL

Nov-16-2020 10:00:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is present,
but lab normal
range (Low, high or
Unit) is missing.
Please correct or
confirm.

Nov-16-2020 10:00:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
201

Initial Entry

5.d LNMT

Date Location User Value Reason09
01

77
e1

96
ae

3e
20

\F
in

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

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

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

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

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

(b) (4)

FDA-CBER-2021-5683-0917158
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Nov-16-2020 13:58:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

150

High
450

Unit
10^3/uL

New Information

Nov-16-2020 10:00:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

150

High
450

Initial Entry

5.e

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

7

Test:: Leukocytes_
PX7

Result::

Not Done:: NOT DONE

Lab Normal Range:

Initial Entry

09
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(b) (4), 
(b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0917159
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.e Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

5.e Test:

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Leukocytes_PX7

Initial Entry

5.e Not Done:

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.f

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

608

Test:: Neutrophils_P
X608

Result:: 73

Not Done::

Lab Normal Range: Low
36

High
70

Unit
%

Initial Entry

09
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(b) (4), 
(b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0917160
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.f Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
608

Initial Entry

5.f Test:

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Neutrophils_PX608

Initial Entry

5.f Result:

Date Location User Value Reason

Nov-17-2020
09:19:17
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Closed

Adds up to 100

Nov-17-2020
03:14:44
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388898;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
10:00:22
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Ent
ry:
73

Initial Entry

5.f LNMT

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

36

High
70

Initial Entry

09
01
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ae
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(b) (4), 
(b) (6)

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

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

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

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0917161
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Unit
%

5.g

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

609

Test:: Eosinophils_P
X609

Result:: 2

Not Done::

Lab Normal Range: Low
0

High
7

Unit
%

Initial Entry

09
01
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e1
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3e
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al
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FDA-CBER-2021-5683-0917162
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.g Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
609

Initial Entry

5.g Test:

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Eosinophils_PX609

Initial Entry

5.g Result:

Date Location User Value Reason

Nov-17-2020
09:19:25
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Closed

Adds up to 100

Nov-17-2020
03:10:35
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388887;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
10:00:22
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Ent
ry:
2

Initial Entry

5.g LNMT

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
7

Initial Entry

09
01

77
e1

96
ae

3e
20
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al
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al

 O
n:

 0
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(b) (4), 
(b) (6)

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

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

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

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0917163
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Unit
%

5.h

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

612

Test:: Monocytes_P
X612

Result:: 9

Not Done::

Lab Normal Range: Low
0

High
10

Unit
%

Initial Entry

09
01

77
e1
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ae

3e
20
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al
\F

in
al
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n:

 0
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(b) (4)

FDA-CBER-2021-5683-0917164
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.h Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
612

Initial Entry

5.h Test:

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Monocytes_PX612

Initial Entry

5.h Result:

Date Location User Value Reason

Nov-17-2020
09:19:33
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Closed

Adds up to 100

Nov-17-2020
03:14:44
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388910;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
10:00:22
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Ent
ry:
9

Initial Entry

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
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:4
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(G
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T
)

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

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

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

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0917165
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

5.h LNMT

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
10

Unit
%

Initial Entry

5.i

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

610

Test:: Basophils_PX
610

Result:: 1

Not Done::

Lab Normal Range: Low
0

High
2

Unit
%

Initial Entry

09
01
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e1
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ae
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(b) (4), 
(b) (6)

(b) (4)

FDA-CBER-2021-5683-0917166
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.i Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
610

Initial Entry

5.i Test:

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Basophils_PX610

Initial Entry

5.i Result:

Date Location User Value Reason

Nov-17-2020
09:19:41
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Closed

Adds up to 100

Nov-17-2020
03:10:35
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388891;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
10:00:22
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Ent
ry:
1

Initial Entry

5.i LNMT

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
2

Initial Entry

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:
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(b) (4), 
(b) (6)

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

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

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

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0917167
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Unit
%

5.j

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

611

Test:: Lymphocytes_
PX611

Result:: 15

Not Done::

Lab Normal Range
:

Low
25

High
45

Unit
%

Initial Entry

09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.j Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
611

Initial Entry

5.j Test:

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Lymphocytes_PX611

Initial Entry

5.j Result:

Date Location User Value Reason

Nov-17-2020
09:19:49
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Closed

Adds up to 100

Nov-17-2020
03:14:44
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388909;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
10:00:22
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Ent
ry:
15

Initial Entry

5.j LNMT

Date Location User Value Reason

Nov-16-2020 10:00:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

25

High
45

Initial Entry

09
01

77
e1

96
ae

3e
20

\F
in

al
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al

 O
n:
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(b) (4), 
(b) (6)

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

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

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

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0917169
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Unit
%
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Lab Panel:

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HEMATOLOGY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Nov-25-2020 06:47:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-24-2020 11:52:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Nov-24-2020 11:52:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
St. Vincents Hospital Riverside 1 S
hircliff Way Jacksonville FL 32204

New Information

Nov-23-2020 14:24:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: Please enter
complete Lab name
and address

Nov-16-2020 10:05:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Hematology

Initial Entry

3. Collection Date:

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/28/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.a

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

1

Test:: Hemoglobin_
PX1

Result:: 8.0

Not Done::

Lab Normal Range: Low
12

High
16

Unit
g/dL

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

5.a Test:

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Hemoglobin_PX1

Initial Entry

5.a Result:

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
8.0

Initial Entry

5.a LNMT

Date Location User Value Reason

Nov-16-2020 10:05:22 ACV0PFEINFP6000  Data Entry: Initial Entry
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(b) (4), 
(b) (6)

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

(b) (4)

(b) (4), (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Low
12

High
16

Unit
g/dL

5.b

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

2

Test:: Hematocrit_
PX2

Result:: 26.6

Not Done::

Lab Normal Range: Low
36

High
46

Unit
%

Initial Entry

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0917173



Page 666 of 796

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.b Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

5.b Test:

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Hematocrit_PX2

Initial Entry

5.b Result:

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
26.6

Initial Entry

5.b LNMT

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

36

High
46

Unit
%

Initial Entry

5.c

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

3

Test:: Erythrocytes_
PX3

Result::

Not Done:: NOT DONE

Initial Entry

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

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

(b) (4), 
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Lab Normal Range:

5.c Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

5.c Test:

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Erythrocytes_PX3

Initial Entry

5.c Not Done:

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.d

Date Location User Value Reason

Nov-16-2020 13:58:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Ide
ntifier:

5

Test:: Platelets_P
X5

Result:: 197

Not Done::

Lab Normal Range: Low
150

High
450

Unit
10^3/uL

New Information

Nov-16-2020 10:05:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide 5

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

ntifier:

Test:: Platelets_P
X5

Result:: 197

Not Done::

Lab Normal Range: Low
150

High
450
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.d Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

5.d Test:

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Platelets_PX5

Initial Entry

5.d Result:

Date Location User Value Reason

Nov-16-2020 16:24:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-16-2020 13:58:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Answer Auto Query

Nov-16-2020 12:09:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened Please select
10^3/uL in the drop
down for Unit.

Nov-16-2020 10:05:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered value is k/mcL

Nov-16-2020 10:05:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is present,
but lab normal
range (Low, high or
Unit) is missing.
Please correct or
confirm.

Nov-16-2020 10:05:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
197

Initial Entry

5.d LNMT
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Nov-16-2020 13:58:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

150

High
450

Unit
10^3/uL

New Information

Nov-16-2020 10:05:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

150

High
450

Initial Entry

5.e

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

7

Test:: Leukocytes_
PX7

Result::

Not Done:: NOT DONE

Lab Normal Range:

Initial Entry
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(b) (4), 
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(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.e Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

5.e Test:

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Leukocytes_PX7

Initial Entry

5.e Not Done:

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.f

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

608

Test:: Neutrophils_P
X608

Result:: 72

Not Done::

Lab Normal Range: Low
36

High
70

Unit
%

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.f Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
608

Initial Entry

5.f Test:

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Neutrophils_PX608

Initial Entry

5.f Result:

Date Location User Value Reason

Nov-17-2020
09:20:08
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Closed

Adds up to 100

Nov-17-2020
03:07:34
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388841;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
10:05:22
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Ent
ry:
72

Initial Entry

5.f LNMT

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

36

High
70

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Unit
%

5.g

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

609

Test:: Eosinophils_P
X609

Result:: 3

Not Done::

Lab Normal Range: Low
0

High
7

Unit
%

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.g Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
609

Initial Entry

5.g Test:

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Eosinophils_PX609

Initial Entry

5.g Result:

Date Location User Value Reason

Nov-17-2020
09:20:16
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Closed

Adds up to 100

Nov-17-2020
03:10:35
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388890;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
10:05:22
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Ent
ry:
3

Initial Entry

5.g LNMT

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
7

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Unit
%

5.h

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

612

Test:: Monocytes_P
X612

Result:: 10

Not Done::

Lab Normal Range: Low
0

High
10

Unit
%

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.h Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
612

Initial Entry

5.h Test:

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Monocytes_PX612

Initial Entry

5.h Result:

Date Location User Value Reason

Nov-17-2020
09:20:23
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Closed

Adds up to 100

Nov-17-2020
03:07:34
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388840;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
10:05:22
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Ent
ry:
10

Initial Entry
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(b) (4)

(b) (4)

FDA-CBER-2021-5683-0917184



Page 677 of 796

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

5.h LNMT

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
10

Unit
%

Initial Entry

5.i

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

610

Test:: Basophils_PX
610

Result:: 1

Not Done::

Lab Normal Range: Low
0

High
2

Unit
%

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.i Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
610

Initial Entry

5.i Test:

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Basophils_PX610

Initial Entry

5.i Result:

Date Location User Value Reason

Nov-17-2020
09:20:29
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Closed

Adds up to 100

Nov-17-2020
03:07:34
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388839;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
10:05:22
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Ent
ry:
1

Initial Entry

5.i LNMT

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
2

Initial Entry
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(b) (4), (b) (6)

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

(b) (4)

(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Unit
%

5.j

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

611

Test:: Lymphocytes_
PX611

Result:: 14

Not Done::

Lab Normal Range
:

Low
25

High
45

Unit
%

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.j Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
611

Initial Entry

5.j Test:

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Lymphocytes_PX611

Initial Entry

5.j Result:

Date Location User Value Reason

Nov-17-2020
09:20:37
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Closed

Adds up to 100

Nov-17-2020
03:14:44
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388908;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
10:05:22
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Ent
ry:
14

Initial Entry

5.j LNMT

Date Location User Value Reason

Nov-16-2020 10:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

25

High
45

Initial Entry
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(b) (6)

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

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

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

(b) (4)

(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Unit
%
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Lab Panel:

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HEMATOLOGY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Nov-25-2020 06:47:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-24-2020 11:53:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Nov-24-2020 11:53:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
St. Vincents Hospital Riverside 1 S
hircliff Way Jacksonville FL 32204

New Information

Nov-23-2020 14:24:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: Please enter
complete Lab name
and address

Nov-16-2020 10:09:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Hematology

Initial Entry

3. Collection Date:

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/29/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.a

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

1

Test:: Hemoglobin_
PX1

Result:: 8.7

Not Done::

Lab Normal Range: Low
12

High
16

Unit
g/dL

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

5.a Test:

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Hemoglobin_PX1

Initial Entry

5.a Result:

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
8.7

Initial Entry

5.a LNMT

Date Location User Value Reason

Nov-16-2020 10:09:25 ACV0PFEINFP6000  Data Entry: Initial Entry
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FDA-CBER-2021-5683-0917191
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Low
12

High
16

Unit
g/dL

5.b

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

2

Test:: Hematocrit_
PX2

Result:: 28.4

Not Done::

Lab Normal Range: Low
36

High
46

Unit
%

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.b Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

5.b Test:

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Hematocrit_PX2

Initial Entry

5.b Result:

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
28.4

Initial Entry

5.b LNMT

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

36

High
46

Unit
%

Initial Entry

5.c

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

3

Test:: Erythrocytes_
PX3

Result::

Not Done:: NOT DONE

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Lab Normal Range:

5.c Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

5.c Test:

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Erythrocytes_PX3

Initial Entry

5.c Not Done:

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.d

Date Location User Value Reason

Nov-16-2020 13:59:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Ide
ntifier:

5

Test:: Platelets_P
X5

Result:: 217

Not Done::

Lab Normal Range: Low
150

High
450

Unit
10^3/uL

New Information

Nov-16-2020 10:09:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide 5

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

ntifier:

Test:: Platelets_P
X5

Result:: 217

Not Done::

Lab Normal Range: Low
150

High
450
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.d Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

5.d Test:

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Platelets_PX5

Initial Entry

5.d Result:

Date Location User Value Reason

Nov-16-2020 16:25:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-16-2020 13:59:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Answer Auto Query

Nov-16-2020 12:10:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened Please select
10^3/uL in the drop
down for Unit.

Nov-16-2020 10:09:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered value is k/mcL

Nov-16-2020 10:09:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is present,
but lab normal
range (Low, high or
Unit) is missing.
Please correct or
confirm.

Nov-16-2020 10:09:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
217

Initial Entry

5.d LNMT
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Nov-16-2020 13:59:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

150

High
450

Unit
10^3/uL

New Information

Nov-16-2020 10:09:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

150

High
450

Initial Entry

5.e

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

7

Test:: Leukocytes_
PX7

Result::

Not Done:: NOT DONE

Lab Normal Range:

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.e Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

5.e Test:

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Leukocytes_PX7

Initial Entry

5.e Not Done:

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.f

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

608

Test:: Neutrophils_P
X608

Result:: 72

Not Done::

Lab Normal Range: Low
36

High
70

Unit
%

Initial Entry
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(b) (4), 
(b) (6)

(b) (4)

FDA-CBER-2021-5683-0917198
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.f Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
608

Initial Entry

5.f Test:

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Neutrophils_PX608

Initial Entry

5.f Result:

Date Location User Value Reason

Nov-17-2020
09:20:55
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Closed

Adds up to 100

Nov-17-2020
03:14:44
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388906;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
10:09:25
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Ent
ry:
72

Initial Entry

5.f LNMT

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

36

High
70

Initial Entry
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(b) (4), 
(b) (6)

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

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

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

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0917199
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Unit
%

5.g

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

609

Test:: Eosinophils_P
X609

Result:: 3

Not Done::

Lab Normal Range: Low
0

High
7

Unit
%

Initial Entry
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(b) (4)

FDA-CBER-2021-5683-0917200
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.g Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
609

Initial Entry

5.g Test:

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Eosinophils_PX609

Initial Entry

5.g Result:

Date Location User Value Reason

Nov-17-2020
09:21:02
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Closed

Adds up to 100

Nov-17-2020
03:07:34
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388842;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
10:09:25
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Ent
ry:
3

Initial Entry

5.g LNMT

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
7

Initial Entry
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(b) (4), 
(b) (6)

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

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

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

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0917201
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Unit
%

5.h

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

612

Test:: Monocytes_P
X612

Result:: 10

Not Done::

Lab Normal Range: Low
0

High
10

Unit
%

Initial Entry
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FDA-CBER-2021-5683-0917202
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.h Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
612

Initial Entry

5.h Test:

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Monocytes_PX612

Initial Entry

5.h Result:

Date Location User Value Reason

Nov-17-2020
09:21:11
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Closed

Adds up to 100

Nov-17-2020
03:10:35
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388888;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
10:09:25
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Ent
ry:
10

Initial Entry
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(b) (4), 
(b) (6)

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

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

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0917203
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

5.h LNMT

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
10

Unit
%

Initial Entry

5.i

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

610

Test:: Basophils_PX
610

Result:: 1

Not Done::

Lab Normal Range: Low
0

High
2

Unit
%

Initial Entry
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(b) (4), 
(b) (6)

(b) (4)

FDA-CBER-2021-5683-0917204
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.i Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
610

Initial Entry

5.i Test:

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Basophils_PX610

Initial Entry

5.i Result:

Date Location User Value Reason

Nov-17-2020
09:21:18
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Closed

Adds up to 100

Nov-17-2020
03:10:35
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388889;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
10:09:25
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Ent
ry:
1

Initial Entry

5.i LNMT

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
2

Initial Entry

09
01

77
e1
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ae

3e
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(b) (4), 
(b) (6)

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

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

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

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0917205
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Unit
%

5.j

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

611

Test:: Lymphocytes_
PX611

Result:: 14

Not Done::

Lab Normal Range
:

Low
25

High
45

Unit
%

Initial Entry
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FDA-CBER-2021-5683-0917206
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.j Sponsor ID:

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
611

Initial Entry

5.j Test:

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Lymphocytes_PX611

Initial Entry

5.j Result:

Date Location User Value Reason

Nov-17-2020
09:21:25
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1:
Closed

Adds up to 100

Nov-17-2020
03:10:35
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW5388883;Please
confirm that the WBC
differentials are
entered as absolute
values instead of
percentages, or
correct as appropriate.

Nov-16-2020
10:09:25
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Ent
ry:
14

Initial Entry

5.j LNMT

Date Location User Value Reason

Nov-16-2020 10:09:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

25

High
45

Initial Entry
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(b) (4), 
(b) (6)

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

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

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

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0917207
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Unit
%
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 30-Jul-2020 21:27 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Date Location User Value Reason

Jan-27-2021 10:47:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Deleted Changed
Information
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

1. Date:

Date Location User Value Reason

Jan-29-2021 02:22:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed data deleted

Jan-27-2021 10:47:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered Changed data per
query

Jan-27-2021 10:45:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened DM: Please consider
to delete this line
since no data was
reported below.
Thank you.

Jan-26-2021 14:24:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered Original value is
correct

Jan-26-2021 14:24:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

Jan-26-2021 14:24:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Jan-24-2021 00:54:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Balaji Prabu R Query 1: Opened Please delete this
line since data
reported below.

Oct-13-2020 13:28:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2.a

Date Location User Value Reason

Jan-26-2021 14:24:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: Not D

one

Systolic::

Diastolic::

Initial Entry
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(b) (4), (b) (6)

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

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

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

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

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

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0917210



Page 703 of 796

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Respiratory Rate in respi
rations/minute:

Heart Rate in beats/minu
te:

Oct-13-2020 13:28:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: Not D

one

Systolic:: Not D
one

Diastolic:: Not D
one

Respiratory Rate in respi
rations/minute:

Not D
one

Heart Rate in beats/minu
te:

Not D
one

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Oct-13-2020 13:28:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2.a Systolic:

Date Location User Value Reason

Jan-26-2021 14:24:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-13-2020 13:28:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Jan-26-2021 14:24:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-13-2020 13:28:54
(UTC-05:00) Eastern

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry09
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(b) (4), 
(b) (6)

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

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

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

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

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

(b) (4)

FDA-CBER-2021-5683-0917211
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Time (US & Canada)

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Jan-26-2021 14:24:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-13-2020 13:28:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Jan-26-2021 14:24:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-13-2020 13:28:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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(b) (4), (b) (6)
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(b) (6)

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

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

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

(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 10-Oct-2020 15:59 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Date Location User Value Reason

Jan-27-2021 10:49:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Deleted Changed
Information

Nov-16-2020 08:49:44
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 10-Oct-2020 15:59 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Date Location User Value Reason

Jan-27-2021 10:48:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Deleted Changed
Information

Nov-16-2020 08:51:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

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

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

(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 10-Oct-2020 15:59 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Date Location User Value Reason

Jan-27-2021 10:48:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Deleted Changed
Information

Nov-16-2020 08:59:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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(b) (4), 
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(b) (4)
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Page 708 of 796

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 10-Oct-2020 15:59 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Date Location User Value Reason

Jan-27-2021 10:47:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Deleted Changed
Information

Nov-16-2020 09:02:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

(b) (4), 
(b) (6)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 10-Oct-2020 15:59 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Date Location User Value Reason

Jan-27-2021 10:44:01
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Deleted Changed
Information

Nov-16-2020 09:07:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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(b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 10-Oct-2020 15:59 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Date Location User Value Reason

Jan-27-2021 10:43:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Deleted Changed
Information

Nov-16-2020 09:08:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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(b) (4), 
(b) (6)

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

(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 10-Oct-2020 15:59 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Nov-16-2020 09:12:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

1. Date:

Date Location User Value Reason

Feb-12-2021 08:09:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Closing and will
FUP with site thru
CTM

Jan-28-2021 01:41:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened DM: Please remove
all data from CRF
then enter a FORM
LEVEL comment of
NOT DONE. Please
refer to CRF CR
sections 4.11.1.
Deletion of a Log
Entry row and 4.10.
Add Item/Form
Level Comment for
instructions. Thank
you.

Jan-27-2021 10:49:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered Changed data per
query

Jan-27-2021 01:03:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened DM : Per CCG, 'If
multiple values were
recorded on a single
day, at a minimum
the most abnormal
should be recorded,
i.e. the lowest
Diastolic & Systolic
Blood Pressure and
the highest Heart
Rate & Respiratory
Rate.' Please review
and update or clarify.

Jan-26-2021 14:26:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered data is correct per
source

Jan-24-2021 00:53:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Balaji Prabu R Query 1: Opened check all
assessments
performed on
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(b) (4), (b) (6)

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

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

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

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

(b) (4)

(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

23SEP2020. If
multiple values were
recorded on a single
day, at a minimum
the most abnormal
should be recorded,
i.e. the lowest
Diastolic & Systolic
Blood Pressure and
the highest Heart
Rate & Respiratory
Rate.

Nov-16-2020 08:49:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/23/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-16-2020 08:49:44
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Systolic:: 17
2

Diastolic:: 98

Respiratory Rate in respirati
ons/minute:

20

Heart Rate in beats/minute: 99

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-16-2020 08:49:44
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Nov-16-2020 12:10:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-16-2020 08:50:06 ACV0PFEINFP6000  Query 1: Answered Original value is
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(b) (4), 
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(b) (4), 
(b) (6)

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

(b) (4)

(b) (4), (b) (6)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

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

correct

Nov-16-2020 08:49:44
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Systolic BP 172 is
outside of Normal
Range 90 - 140.

Nov-16-2020 08:49:44
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
172

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Nov-16-2020 12:10:54
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-16-2020 08:49:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered Original value is
correct

Nov-16-2020 08:49:44
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Diastolic BP 98 is
outside of Normal
Range 60 - 90.

Nov-16-2020 08:49:44
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
98

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Nov-16-2020 08:49:44
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
20

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Nov-16-2020 08:49:44
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
99

Initial Entry
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(b) (4), 
(b) (6)

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

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

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

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

(b) (4)
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

1. Date:

Date Location User Value Reason

Nov-16-2020 08:51:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/23/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-16-2020 08:51:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Systolic:: 17
8

Diastolic:: 98

Respiratory Rate in respirati
ons/minute:

20

Heart Rate in beats/minute: 11
9

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-16-2020 08:51:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Nov-16-2020 12:11:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-16-2020 09:53:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered Original value is
correct

Nov-16-2020 08:51:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Systolic BP 178 is
outside of Normal
Range 90 - 140.
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(b) (4), 
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Nov-16-2020 08:51:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
178

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Nov-16-2020 12:11:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-16-2020 09:54:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered Original value is
correct

Nov-16-2020 08:51:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Diastolic BP 98 is
outside of Normal
Range 60 - 90.

Nov-16-2020 08:51:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
98

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Nov-16-2020 08:51:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
20

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Nov-16-2020 08:51:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
119

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

1. Date:

Date Location User Value Reason

Nov-16-2020 08:59:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/23/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-16-2020 08:59:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Systolic:: 14
5

Diastolic:: 89

Respiratory Rate in respirati
ons/minute:

20

Heart Rate in beats/minute: 11
0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-16-2020 08:59:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Nov-16-2020 12:11:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-16-2020 09:55:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered Original value is
correct

Nov-16-2020 08:59:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Systolic BP 145 is
outside of Normal
Range 90 - 140.
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Nov-16-2020 08:59:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
145

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Nov-16-2020 08:59:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
89

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Nov-16-2020 08:59:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
20

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Nov-16-2020 08:59:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
110

Initial Entry
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(b) (6)
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(b) (4), 
(b) (6)

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

(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

1. Date:

Date Location User Value Reason

Nov-16-2020 09:02:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/23/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-16-2020 09:02:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Systolic:: 13
3

Diastolic:: 62

Respiratory Rate in respirati
ons/minute:

16

Heart Rate in beats/minute: 88

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-16-2020 09:02:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Nov-16-2020 09:02:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
133

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Nov-16-2020 09:02:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
62

Initial Entry
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(b) (4), 
(b) (6)

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

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

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

(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Nov-16-2020 09:02:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
16

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Nov-16-2020 09:02:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
88

Initial Entry
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(b) (4), 
(b) (6)

(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

1. Date:

Date Location User Value Reason

Nov-16-2020 09:07:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/23/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-16-2020 09:07:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Systolic:: 13
3

Diastolic:: 62

Respiratory Rate in respirati
ons/minute:

16

Heart Rate in beats/minute: 88

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-16-2020 09:07:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Nov-16-2020 09:07:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
133

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Nov-16-2020 09:07:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
62

Initial Entry
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(b) (6)

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

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

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

(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Nov-16-2020 09:07:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
16

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Nov-16-2020 09:07:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
88

Initial Entry
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(b) (4), 
(b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0917230
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

1. Date:

Date Location User Value Reason

Nov-16-2020 09:08:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/23/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-16-2020 09:08:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Systolic:: 13
3

Diastolic:: 62

Respiratory Rate in respirati
ons/minute:

16

Heart Rate in beats/minute: 88

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-16-2020 09:08:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Nov-16-2020 09:08:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
133

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Nov-16-2020 09:08:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
62

Initial Entry
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(b) (4), 
(b) (6)

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

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

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

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

(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Deleted, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Nov-16-2020 09:08:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
16

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Nov-16-2020 09:08:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
88

Initial Entry
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(b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0917232
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Date:

Date Location User Value Reason

Nov-16-2020 09:12:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/28/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-16-2020 09:12:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Systolic:: 9
9

Diastolic:: 5
4

Respiratory Rate in respiratio
ns/minute:

1
8

Heart Rate in beats/minute: 7
8

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-16-2020 09:12:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Nov-16-2020 09:12:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
99

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Nov-16-2020 12:11:43
(UTC-05:00) Eastern 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
Oct/08/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Nov-16-2020 09:55:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Answered Original value is
correct

Nov-16-2020 09:12:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Diastolic BP 54 is
outside of Normal
Range 60 - 90.

Nov-16-2020 09:12:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
54

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Nov-16-2020 09:12:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
18

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Nov-16-2020 09:12:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
78

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - Audit Trail

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Feb-12-2021 13:00:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Date:

Date Location User Value Reason

Feb-12-2021 13:00:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/23/2020

Initial Entry

2.a

Date Location User Value Reason

Feb-12-2021 13:00:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Systolic:: 13
3

Diastolic:: 62

Respiratory Rate in respirati
ons/minute:

20

Heart Rate in beats/minute: 11
9

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-12-2021 13:00:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Feb-12-2021 13:00:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
133

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Feb-12-2021 13:00:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
62

Initial Entry

2.a Respiratory Rate in respirations/minute:
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Date Location User Value Reason

Feb-12-2021 13:00:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
20

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Feb-12-2021 13:00:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
119

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Version: 30-Jul-2020 21:28 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Date Location User Value Reason

Feb-02-2021 14:05:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Deleted Changed
Information
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

1. Date:

Date Location User Value Reason

Jan-27-2021 14:15:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Jan-27-2021 10:42:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered Changed data per
query

Jan-27-2021 10:41:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Jan-27-2021 01:06:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened DM : Thanks for
response. Please
review and consider
to delete this line.

Jan-26-2021 14:23:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered Changed data per
query

Jan-26-2021 14:23:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

Jan-26-2021 14:22:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Jan-24-2021 00:52:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Balaji Prabu R Query 1: Opened Please delete this
line, since data
reported below.

Oct-13-2020 13:25:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2.a

Date Location User Value Reason

Jan-26-2021 14:22:45
(UTC-05:00) Eastern

ACV0PFEINFP6000  Data Entry:
Record Identifier:: Not Done
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Time (US & Canada) Oxygen Saturation:

Oct-13-2020 13:25:03
(UTC-05:00) Eastern
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-13-2020 13:25:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Jan-26-2021 14:22:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-13-2020 13:25:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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(b) (4), 
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(b) (6)

(b) (4), 
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(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Version: 10-Oct-2020 16:04 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Nov-16-2020 09:03:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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(b) (4), 
(b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Version: 10-Oct-2020 16:04 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Date Location User Value Reason

Feb-04-2021 10:47:01
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Deleted Changed
Information

Nov-16-2020 09:04:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Version: 10-Oct-2020 16:04 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Date Location User Value Reason

Feb-04-2021 10:47:17
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Deleted Changed
Information

Nov-16-2020 09:05:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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(b) (6)

(b) (4), 
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(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Version: 10-Oct-2020 16:04 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Date Location User Value Reason

Feb-04-2021 10:47:46
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Deleted Changed
Information

Nov-16-2020 09:06:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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(b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Version: 10-Oct-2020 16:04 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Date Location User Value Reason

Feb-05-2021 10:16:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Deleted Changed
Information

Nov-16-2020 09:07:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Version: 10-Oct-2020 16:04 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

Date Location User Value Reason

Feb-05-2021 10:17:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Deleted Changed
Information

Nov-16-2020 09:09:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Version: 10-Oct-2020 16:04 Form Status:

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Nov-16-2020 09:12:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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(b) (4), 
(b) (6)

(b) (4)

FDA-CBER-2021-5683-0917247
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Date:

Date Location User Value Reason

Feb-05-2021 14:54:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Closed Response satisfies
query

Feb-05-2021 10:17:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Answered Changed data per
query

Feb-05-2021 02:26:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Reissued:Opened DM1: Kindly also
delete logline #6 and
7 related to date
23-Sep-2020. Thank
you

Feb-04-2021 10:46:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Answered Changed data per
query

Feb-04-2021 02:54:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Balaji Prabu R Query 2: Opened Per completion
guidelines, If
multiple values were
recorded on a single
day, at a minimum
the most abnormal
should be recorded,
i.e. the lowest
Oxygen Saturation
for the day. Please
review all data
entered on
23Sep2020 and
remove as applicable.

Jan-27-2021 10:44:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Jan-26-2021 14:25:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered data is correct per
source

Jan-24-2021 00:52:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Balaji Prabu R Query 1: Opened Please check all
assessments
performed on
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(b) (6)
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FDA-CBER-2021-5683-0917248
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

23SEP2020. If
multiple values were
recorded on a single
day, at a minimum
the most abnormal
should be recorded,
i.e. the lowest
Oxygen Saturation
for the day. Hence
enter only one entry
and delete others

Nov-16-2020 09:03:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/23/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-16-2020 09:03:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Oxygen Saturation: 98.0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-16-2020 09:03:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Nov-16-2020 09:03:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
98.0

Initial Entry
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(b) (4), 
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(b) (4), 
(b) (6)

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

(b) (4)
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Page 742 of 796

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

1. Date:

Date Location User Value Reason

Nov-16-2020 09:04:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/23/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-16-2020 09:04:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Oxygen Saturation: 100.0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-16-2020 09:04:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Nov-16-2020 09:04:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
100.0

Initial Entry
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(b) (4), 
(b) (6)

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

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

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

(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

1. Date:

Date Location User Value Reason

Nov-16-2020 09:05:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/23/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-16-2020 09:05:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Oxygen Saturation: 99.0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-16-2020 09:05:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Nov-16-2020 09:05:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
99.0

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

1. Date:

Date Location User Value Reason

Nov-16-2020 09:06:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/23/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-16-2020 09:06:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Oxygen Saturation: 98.0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-16-2020 09:06:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Nov-16-2020 09:06:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
98.0

Initial Entry
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(b) (4), 
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

1. Date:

Date Location User Value Reason

Nov-16-2020 09:07:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/23/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-16-2020 09:07:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Oxygen Saturation: 98.0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-16-2020 09:07:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Nov-16-2020 09:07:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
98.0

Initial Entry

09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

Back to Form

1. Date:

Date Location User Value Reason

Nov-16-2020 09:09:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/23/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-16-2020 09:09:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Oxygen Saturation: 98.0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-16-2020 09:09:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Nov-16-2020 09:09:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
98.0

Initial Entry
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(b) (4)

FDA-CBER-2021-5683-0917254



Page 747 of 796

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Date:

Date Location User Value Reason

Nov-16-2020 09:12:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/28/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-16-2020 09:12:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Oxygen Saturation: 100.0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-16-2020 09:12:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Nov-16-2020 09:12:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
100.0

Initial Entry
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(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Date Time of Assessment:

Date Location User Value Reason

Oct-13-2020 13:28:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2. Arterial Blood Gases PaO2 (mmHg):

Date Location User Value Reason

Oct-13-2020 13:28:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

3. FiO2 (Fraction of Inhaled Oxygen):

Date Location User Value Reason

Oct-13-2020 13:28:11
(UTC-05:00) Eastern
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
Oct/08/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Oct-13-2020 13:24:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2. Category:

Date Location User Value Reason

Oct-13-2020 13:24:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Oct-13-2020 13:24:20
(UTC-05:00) Eastern
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-13-2020 13:24:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5. Start Date:

Date Location User Value Reason

Oct-13-2020 13:24:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

6. Ongoing?
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Oct-13-2020 13:24:20
(UTC-05:00) Eastern
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
Oct/08/2020

Form: IMAGING - Audit Trail

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: IMAGING - Audit Trail

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Nov-16-2020 08:53:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: IMAGING - Audit Trail

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Nov-16-2020 09:01:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: IMAGING - Audit Trail

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Nov-16-2020 09:10:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: IMAGING - Audit Trail

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Nov-16-2020 09:11:31
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: IMAGING - Audit Trail

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Nov-16-2020 09:13:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: IMAGING - Audit Trail

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Nov-16-2020 09:17:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: IMAGING - Audit Trail

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Nov-16-2020 09:19:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: IMAGING - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Oct-13-2020 13:24:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Oct-13-2020 13:24:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Oct-13-2020 13:24:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

4. Assessment:

Date Location User Value Reason

Oct-13-2020 13:24:49
(UTC-05:00) Eastern
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
Oct/08/2020

Form: IMAGING - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Nov-16-2020 08:53:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/23/2020

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Nov-16-2020 08:53:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
CHEST

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Nov-16-2020 08:53:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
X-RAY

Initial Entry

4. Assessment:

Date Location User Value Reason

Nov-16-2020 08:53:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
ABNORMAL

If abnormal, specify findings:

Impression: bilateral mid to low
er lung airspace opacities differe
ntial includes atelectasis versus
pneumonia.

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: IMAGING - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Nov-16-2020 09:01:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/23/2020

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Nov-16-2020 09:01:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
CHEST

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Nov-16-2020 09:01:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
OTHER

If other, specify:

EKG

Initial Entry

4. Assessment:

Date Location User Value Reason

Nov-16-2020 09:01:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
ABNORMAL

If abnormal, specify findings:

Sinus tachycardia, incomplete ri
ght bundle branch block, probab
ly left atrial enlargement, inferio
r infarct, old.

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: IMAGING - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Nov-16-2020 09:10:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/24/2020

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Nov-16-2020 09:10:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
CHEST

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Nov-16-2020 09:10:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
OTHER

If other, specify:

ECHO

Initial Entry

4. Assessment:

Date Location User Value Reason

Nov-16-2020 09:10:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NORMAL

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: IMAGING - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Nov-16-2020 09:11:31
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/24/2020

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Nov-16-2020 09:11:31
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
OTHER

If other, specify:

Gastrointestinal

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Nov-16-2020 09:11:31
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
OTHER

If other, specify:

EGD

Initial Entry

4. Assessment:

Date Location User Value Reason

Nov-16-2020 09:11:31
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NORMAL

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: IMAGING - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Nov-16-2020 09:13:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/28/2020

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Nov-16-2020 09:13:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
CHEST

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Nov-16-2020 09:13:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
OTHER

If other, specify:

Stress EKG

Initial Entry

4. Assessment:

Date Location User Value Reason

Nov-16-2020 09:13:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NORMAL

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: IMAGING - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Nov-16-2020 09:17:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/26/2020

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Nov-16-2020 09:17:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
CHEST

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Nov-16-2020 09:17:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
X-RAY

Initial Entry

4. Assessment:

Date Location User Value Reason

Nov-16-2020 09:17:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
ABNORMAL

If abnormal, specify findings:

Impression: Stable bilateral airs
pace opacities. Small bilateral pl
eural effusions. No pneumothora
x.

Initial Entry
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(b) (4), 
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(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/08/2020

Form: IMAGING - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Nov-16-2020 09:19:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/23/2020

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Nov-16-2020 09:19:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
CHEST

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Nov-16-2020 09:19:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
OTHER

If other, specify:

CT Angiography

Initial Entry

4. Assessment:

Date Location User Value Reason

Nov-16-2020 09:19:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
ABNORMAL

If abnormal, specify findings:

Impression: Bilateral patchy and
linear opacities. This is limited i
n evaluation but differential incl
udes scar, atelectatisis versus inf
ectious/inflammatory process or
edema.

Initial Entry
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(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Nov/12/2020

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-26-2021 06:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 4: Closed ERRONEOUS VISIT

Feb-25-2021 13:39:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 4: Answered Original value is correct

Feb-25-2021 13:00:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 4: Opened Date of Visit is after the
Date of
Completion/Discontinuation
/Death on the Follow-Up
Disposition form. Please
review and update as
appropriate.

Nov-18-2020 00:46:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Deleted Erroneous visit

Nov-18-2020 00:46:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Deleted Erroneous visit

Nov-18-2020 00:46:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 3: Deleted No other forms initiated

Nov-17-2020 15:17:09
(UTC-05:00) Eastern
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.

Nov-17-2020 15:16:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate Date of Visit is completed
but Date of Assessment in
the Signs and Symptoms
form is missing. Please
review and update as
appropriate.

Nov-17-2020 15:16:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Date of Visit is completed
but Date of Collection in
both Nasal Swab Self and
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(b) (4), (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Nov/12/2020

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Nasal Swab are missing.
Please review and update as
appropriate.

Nov-17-2020 15:16:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Nov/12/2020

Initial Entry

2. Erroneous Visit

Date Location User Value Reason

Nov-17-2020 15:17:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
ERRONEOUS VISIT

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Nov-17-2020 15:16:18
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_B

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/12/2020

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-04-2021
16:52:06
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query
2: Clo
sed

Auto closed by Validation
Check: VC_SV001_04_AN

Mar-04-2021
12:35:50
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query
2: Ans
wered

Removed FUP info. Patient
may still return for V101

Mar-03-2021
07:02:26
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query
2: Rei
ssued:
Opene
d

DM1: Thanks for your
response. Date of Visit' is
after ‘Date of
Completion/Discontinuation
/Death’ on the Disposition -
Follow-up eCRF. Please
clarify or correct.

Mar-02-2021
15:33:59
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query
2: Ans
wered

data is correct per source

Feb-26-2021
18:31:35
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query
2: Op
ened

DMW7479070;‘Date of
Visit' is after ‘Date of
Completion/Discontinuation
/Death’ on the Disposition -
Follow-up eCRF. Please
clarify or correct.

Feb-26-2021
13:45:13
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query
1: Clo
sed

data confirmed
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(b) (4), (b) (6)
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(b) (4), (b) (6)
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(b) (4)
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/12/2020

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Feb-26-2021
10:42:25
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query
1: Ans
wered

EOT should equal V3
which it does.

Feb-26-2021
03:59:20
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query
1: Rei
ssued:
Opene
d

DM Requery: Date of Visit
(12Nov2020) is after the
Date of
Completion/Discontinuation
/Death (21Oct2020) on the
Follow-Up Disposition
form. Hence, please update
the data as appropriate.
Else, please clarify. Thank
you.

Feb-25-2021
13:37:49
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query
1: Ans
wered

Query is ambiguous

Feb-25-2021
13:00:55
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
1: Op
ened

Date of Visit is after the
Date of
Completion/Discontinuation
/Death on the Follow-Up
Disposition form. Please
review and update as
appropriate.

Nov-12-2020
16:39:06
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Data
Entry
:
Nov/1
2/202
0

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Nov-12-2020 16:39:06
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
COVID_A1

Initial Entry
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(b) (4), (b) (6)
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(b) (6)

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

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

(b) (4), 
(b) (6)
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/12/2020

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-13-2020 12:18:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-13-2020 12:18:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-13-2020 12:18:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Nov-13-2020 12:18:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Nov-13-2020 12:18:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Collection:

Nov/12/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-13-2020 12:18:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BR0KT2

Initial Entry

5.a Sample ID

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/12/2020

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Nov-13-2020 12:18:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BR0KT2

Initial Entry

5.b

Date Location User Value Reason

Nov-13-2020 12:19:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BR0KT3

Initial Entry

5.b Sample ID

Date Location User Value Reason

Nov-13-2020 12:19:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BR0KT3

Initial Entry

5.c

Date Location User Value Reason

Nov-13-2020 12:19:11
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BR0KT4

Initial Entry

5.c Sample ID

Date Location User Value Reason

Nov-13-2020 12:19:11
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BR0KT4

Initial Entry

5.d

Date Location User Value Reason

Nov-13-2020 12:19:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BLBSSK

Initial Entry
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(b) (6)

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

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

(b) (4), 
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/12/2020

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

5.d Sample ID

Date Location User Value Reason

Nov-13-2020 12:19:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BLBSSK

Initial Entry

5.e

Date Location User Value Reason

Nov-13-2020 12:19:31
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BLBSSL

Initial Entry

5.e Sample ID

Date Location User Value Reason

Nov-13-2020 12:19:31
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
BLBSSL

Initial Entry

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

(b) (4), 
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-21-2020 16:35:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Oct/21/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-21-2020 16:35:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-21-2020 16:35:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Mar-04-2021 12:35:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Changed
Information

Feb-25-2021 13:00:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Oct/21/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Mar-04-2021 12:35:01
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Changed Information

Feb-25-2021 13:00:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

3. Status:

Date Location User Value Reason

Mar-05-2021 04:56:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Mar-04-2021 12:35:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed Information

Mar-04-2021 12:35:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Changed Information

Mar-03-2021 01:01:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened CLINQUERY: Disp
FUP (end of study) is
marked as
COMPLETED but
subject has not
finished all follow up
on the trial. Please
review entry - if
subject has ceased
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

participation in trial,
please select a Status
to match reason for
end of study

Mar-02-2021 04:27:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Candidate CLINQUERY: Disp
FUP (end of study) is
marked as
COMPLETED but
subject has not
finished all follow up
on the trial. Please
review entry - if
subject has ceased
participation in trial,
please select a Status
to match reason for
end of study

Feb-25-2021 13:00:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

Date Location User Value Reason

Oct-06-2020 11:02:06
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Category:

Date Location User Value Reason

Oct-06-2020 11:02:06
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-06-2020 11:02:06
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

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

Date Location User Value Reason

Oct-18-2020 21:27:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Closed Response satisfies
query

Oct-16-2020 11:40:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh

Query 1: Closed Response satisfies
query

Oct-14-2020 17:19:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Answered Changed data per
query

Oct-14-2020 11:30:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Reissued:Opened CLINICAL please
hold query open until
COVID test
performed 05 Oct
2020 is received and a
SAE safety update
submitted

Oct-14-2020 11:02:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Answered site is still awaiting
results from COVID
test performed in the
community

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

ACV0PFEINFP6000  Query 1: Answered site is continuing to
f/u please do not
re-query. site is aware
of what data is needed
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(b) (4), 
(b) (6)

(b) (4), 
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

for EDC

Oct-12-2020 00:15:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh

Query 1: Reissued:Opened Clin: Please make
every effort to have a
potential COVID
illness visit conducted
and a nasal swab
collected ASAP

Oct-09-2020 17:17:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Opened CLINICAL Please
report the results of
the COVID test
performed 05 Oct
2020 as specified in
SAE report; and
submit a SAE safety
update with this
information

Oct-09-2020 12:52:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered PATIENT
CURRENTLY
DOESN'T HAVE
ACCESS TO NASAL
SWAB PROVIDED
BY THE STUDY
TEAM AS SHE IS IN
ISOLATION

Oct-08-2020 12:31:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh

Query 1: Opened Clin: Please the
COVID-19 related
event
PNEUMONIAE (the
related symptoms and
all the relevant
information’s) should
be also documented
on the COVID Illness
CRF forms. A nasal
swab should be
collected ASAP.

Oct-06-2020 11:02:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
PNEUMONIA

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Oct-06-2020 11:02:06
(UTC-05:00) Eastern

ACV0PFEINFP6000  Data Entry:
Sep/20/2020 UNK:UNK

Initial Entry09
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Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Time (US & Canada)

5. Is the adverse event still ongoing?

Date Location User Value Reason

Oct-27-2020 22:42:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Query closed, will
follow for SAE
update

Oct-27-2020 22:41:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Closed Response satisfies
query

Oct-27-2020 17:25:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Opened Query closed; will
follow for SAE
update with SAE end
date and treatment, if
med records obtained

Oct-22-2020 17:05:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date Time:

Oct/4/2020 08:00

New Information

Oct-21-2020 14:48:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered SITE IS STILL
WAITING ON
MEDICAL
RECORDS

Oct-18-2020 21:33:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened CLINICAL Please
review completion of
antibiotics and other
considerations, and
submit an end date
for the event if
appropriate

Oct-06-2020 11:02:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Oct-06-2020 11:02:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
2

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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-27-2020 22:52:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 3: Closed wrong subject

Oct-27-2020 22:43:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 3: Opened Clinical – While
awaiting additional
records, please
submit Awaiting Med
Records to Determine
if COVID testing was
Performed as a SAE
safety followup.

Oct-08-2020 00:18:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Closed Response satisfies
query

Oct-07-2020 19:19:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Answered MI was eft off initial
report in error. Per
guidance below this
will be updated once
medical records are
received.

Oct-07-2020 11:20:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Opened CLINICAL - SAE
medical history
contains CAD and s/p
CABG history, but
not the history of MI.
Please submit a SAE
safety update with
this past Med Hx
information on MI
(when submitting 05
Oct 2020 COVID test
results)

Oct-06-2020 22:57:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Oct-06-2020 11:02:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE
PNEUMONIA:
Response to "Is the
adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
blank.

Oct-06-2020 11:02:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Is this serious event associated w
ith congenital anomaly or birth d
efect?

NO

Did this serious event result in d
eath?

NO

Did this serious event require or
prolong hospitalization?

YES

Did this serious event result in p
ersistent or significant disability/
incapacity?

NO

Is this serious event life threateni
ng?

NO

Other medically important serio
us event

NO

Initial Entry

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

Date Location User Value Reason

Oct-06-2020 11:02:06
(UTC-05:00) Eastern

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry09
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Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Time (US & Canada)

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-12-2020
06:41:30
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Clo
sed

Response
satisfies query

Oct-09-2020
12:50:05
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Query 1: Ans
wered

MEDICAL
RECORDS
PENDING

Oct-08-2020
14:57:27
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD Query 1: Ope
ned

Please review "If
not related to
study treatment
other" field, the
following text
was indicated in
the comment
field
[COMMUNITY
ACQUIRED
PNEUMONIA].
Any symptoms,
AEs or other key
data should be
collected on the
appropriate page.
Please review
and update as
necessary.

Oct-06-2020
11:02:06
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT RELAT
ED

If Not Relat
ed to study t
reatment(s),
this event is
due to:

OTHER

Initial Entry
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Generated By: Generated Time (GMT): 29-Mar-2021 10:05

If Other,
specify:

COM
MUNI
TY AC
QUIRE
D PNE
UMON
IA

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Oct-06-2020 11:02:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-06-2020 11:02:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Oct-06-2020 11:02:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

Oct-27-2020 01:54:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Closed This is to confirm follow up
AEM form received on
23Oct2020, outcome of
Pneumonia updated to
recovered. Thanks.

Oct-26-2020 14:17:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Answered SAE update report was
submitted 23 OCT 2020
with this information

Oct-26-2020 07:36:07 ACV0PFEINFP6000  Query 2: Opened SAE
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Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

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

RECON:AER#2020385783
,outcome was updated to
RECOVERED/RESOLVED
on AE CRF while reported
as Not Recovered/Not
Resolved in Safety databae.
Please confirm correct
outcome. If safety update is
required, please submit a
follow-up form.

Oct-23-2020 10:01:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Oct-23-2020 10:01:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
RECOVERED/RESOLVED

Changed Information

Oct-22-2020 17:05:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened For AE PNEUMONIA:
Response to "What was the
outcome of this adverse
event?" is 'Not
Recovered/Not Resolved'
but AE End Date/Time is
present.

Oct-06-2020 11:02:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT RECOVERED/NOT R
ESOLVED

Initial Entry

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

Date Location User Value Reason

Oct-06-2020 11:02:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Oct-06-2020 22:57:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
2020385783

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-26-2021 11:17:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 3: Closed Response satisfies query

Feb-25-2021 13:39:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 3: Answered Original value is correct

Feb-25-2021 13:00:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Opened Date of Visit is after the
Date of
Completion/Discontinuation
/Death on the Follow-Up
Disposition form. Please
review and update as
appropriate.

Feb-10-2021 01:24:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Closed Response satisfies query

Feb-09-2021 15:46:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Answered Changed data per query

Feb-09-2021 14:47:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Opened Erroneous Visit is marked,
but date of visit is entered.
Please either untick the
erroneous visit button if
visit occurred, or mark any
forms containing data
within this visit as Not
Done/Not Applicable at the
form level.

Feb-09-2021 13:33:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies query

Feb-09-2021 11:27:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered this has not taken place yet
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Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Feb-09-2021 11:27:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate Erroneous Visit is marked,
but date of visit is entered.
Please either untick the
erroneous visit button if
visit occurred, or mark any
forms containing data
within this visit as Not
Done/Not Applicable at the
form level.

Feb-09-2021 10:54:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: Kindly review and
complete ‘Further
Vaccination Confirmation'
form at this visit. Thank
you.

Feb-08-2021 13:20:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Jan/20/2021

Initial Entry

2. Erroneous Visit

Date Location User Value Reason

Mar-11-2021 09:51:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Changed
Information

Feb-09-2021 11:27:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
ERRONEOUS VISIT

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail
History

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

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

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

Date Location User Value Reason

Mar-11-2021 09:53:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Participant is willing to return for V
accination 3

Participant is:

eligible per other protocol allow
ance(s) and confirmed to have r
eceived only placebo at Vaccina
tion 1/2

Initial Entry

Mar-11-2021 09:52:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Feb-09-2021 15:46:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

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, Queries, Verified

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Mar-04-2021
16:52:06
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query
1: Clo
sed

Auto closed by Validation
Check: VC_DS001_15_AN

Mar-04-2021
12:34:12
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query
1: Ans
wered

please unfreeze the
applicable pages so site can
update

Mar-02-2021
23:02:01
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query
1: Rei
ssued:
Opene
d

DM: 'If the subject
withdrew, but later decides
to come back for
revaccination, then the
disposition follow-up CRF
needs to be cleared and
re-entered when the subject
really terminates the study'.
Kindly review and update.

Mar-02-2021
14:07:57
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query
1: Ans
wered

data is correct per source

Feb-26-2021
19:25:50
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query
1: Ope
ned

DMW7479328;‘Date
Treatment Unblinded' is
after ‘Date of
Completion/Discontinuation
/Death’ on the Disposition -
Follow-up eCRF. Please
clarify or correct.

Feb-25-2021
13:15:26
(UTC-05:00)
Eastern Time
(US &

ACV0PFEINFP6000  Data
Entry
:
Jan/20
/2021

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, Queries, Verified

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Canada)

Feb-25-2021
13:15:08
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Data
Entry
:

Initial Entry

Feb-25-2021
13:00:21
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Data
Entry
:
Not A
pplica
ble

Initial Entry

Feb-25-2021
13:00:06
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Data
Entry
:
Not D
one

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Mar-11-2021
16:34:02
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Closed

Auto closed by
Validation Check:
VC_DS001_35

Mar-10-2021
23:28:55
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query 1:
Reissued:
Candidat
e

Email to TRIADS

Mar-08-2021
11:52:31
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query 1:
Answere
d

Query is erroneous.
Please review the
protocol. Only the yet
to be IRB approved
Amendment 14 has
introduced an
unblinding order of
events as noted in the
query. At the time of
the unblinding no such

09
01

77
e1

96
ae

3e
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:4
6 

(G
M

T
)

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

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

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

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

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

(b) (4)

(b) (4)
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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, Queries, Verified

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

guidelines existed.

Mar-08-2021
11:11:26
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query 1:
Reissued:
Opened

DM RQ: The
participant was
supposed to be
contacted first to
determine if they were
willing to return,
assessed for eligibility,
then unblinded. Please
confirm if the
participant received
placebo or active
treatment. Then, update
REVAX CONF CRF.

Mar-05-2021
13:23:25
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query 1:
Answere
d

unblinding occurred to
deem eligibility. there
is nothing to update on
this form. please refer
to the previous query if
site reaches patient

Mar-05-2021
00:56:36
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query 1:
Reissued:
Opened

DM: Please update
selection on this form
OR confirm 1) If the
Unblinding occurred
before the participant
was determined to be
willing/eligible for
Vaccination 3, or 2) If
the participant later
decided to continue in
the study and not
proceed with VAX3.

Mar-04-2021
12:33:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query 1:
Answere
d

patient declined to
schedule V101 then
called to schedule on
2/25. Was a no show.
Site has attempted 3x at
contact. Will request
pages to be unfrozen if
visit takes place.

Mar-02-2021
23:01:03
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query 1:
Reissued:
Opened

DM : TREATMENT
UNBLINDED CRF is
entered. However,
REVAX CONT visit is
marked as Erroneous.
Please review and
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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, Queries, Verified

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

update the data as
appropriate.
Else,clarify.

Mar-02-2021
14:08:14
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Query 1:
Answere
d

data is correct per
source

Feb-26-2021
16:57:20
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY Query 1:
Opened

DMW7478464;Primary
Reason for Unblinding
is "ASSESS
ELIGIBILITY FOR
ADDITIONAL
VACCINATION", but
"Participant is willing
to return for
Vaccination 3" is not
selected in the Further
Vaccination
Confirmation CRF.
Please review and
update as appropriate.

Feb-25-2021
13:15:26
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Data Ent
ry:
ASSESS
ELIGIBI
LITY FO
R ADDI
TIONAL
VACCIN
ATION

Initial Entry

Feb-25-2021
13:15:08
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Data Ent
ry:

Initial Entry

Feb-25-2021
13:00:21
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Data Ent
ry:
Not Appl
icable

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, Queries, Verified

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Feb-25-2021
13:00:06
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Data Ent
ry:
Not Done

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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Subject Status

Date Location User Value Reason

Mar-04-2021 12:35:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Changed Information

Feb-25-2021 13:00:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COMPLETED

Initial Entry

Oct-21-2020 16:35:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-19-2020 17:28:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Aug-19-2020 17:20:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Mar-04-2021 12:35:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/21/2020

Changed Information

Mar-04-2021 12:35:01
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/21/2020

Changed Information

Feb-25-2021 13:00:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/21/2020

Initial Entry

Oct-21-2020 16:35:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/21/2020

Initial Entry

Aug-19-2020 17:28:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/19/2020

Initial Entry

Aug-19-2020 17:20:02
(UTC-05:00) Eastern Time

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/19/2020

Initial Entry09
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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: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

(US & Canada)
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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, Verified

Site No: 1057 Site Name: (1057) CNS Healthcare Jacksonville

Subject No: 10571052 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:05

Back to Form

1. Casebook Signature

Date Location User Value Reason

Oct-22-2020 11:36:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Data Entry:
Click Here to Enable

Initial Entry
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