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Report Parameters

Abc 123

Site:

Discrepancy status choice:

Approval status choice:

Verification status choice:

Legend: How different values appear in the report

The data contained in this report is current at the time of printing (time as shown above)
All time stamps displayed in this report are in the timezone of the database server.
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF
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Audit History Report

This section lists audited data that meets the parameters set when the report was run. It may not include all of the audited
data in a particular CRF. Refer to the documentation for a complete description of the parameters that can affect this report.
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Page_03
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R2018 Screening
03

Ec Page number 3 Screening

IE

Exclusion
Criteria Answer
2

NAM

NO

13-AUG-2009 16:07:42

Amanda Lynn

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R2018 Screening
05

Bm Page number 5 Screening

BM

Height

1

069.9

69.9

01-JUN-2009 12:39:54

Amanda Lynn

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment



Report run by Brian Saari at 05-MAR-2013 16:02:21 66Page

R250017713

Page_07

L0689282_2

R2018 Screening
07

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

22-SEP-2009 12:53:36

22-SEP-2009 12:56:24

Amanda Lynn

Amanda Lynn

Data Entry Error

Data Entry Error

0

Document #:
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Visit

Visit Date

CRF
CRF Page
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Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Changed To
Impact on
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On
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R2018 Screening
07

Lb Page number 7 Screening

LB

Date

No (Specify
samples not
done, reason)/Co

Requisition
Number 1: (1)

Requisition
Number 2 (if
applicable): (2)

Requisition
Number 3 (if
applicable): (3)

Were the
scheduled
laboratory
samples ob

Were there any
clinically
significant la
(1)

1

1

1

1

1

1

1

07-MAY-2009

127-685-0006-0

YES

NO

22-SEP-2009 12:56:24

22-SEP-2009 12:56:24

22-SEP-2009 12:56:24

22-SEP-2009 12:56:24

22-SEP-2009 12:56:24

22-SEP-2009 12:56:24

22-SEP-2009 12:56:24

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

1

Document #:
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Visit Date

CRF
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Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Impact on
resequence

On
By
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R2018 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Does the subject
have any
relevant medic

Ongoing

Sequence Number

1

1

1

1

1

1

NO

00-00-2007

HERNIA

YES

CHECKED

01

22-SEP-2009 12:58:02

22-SEP-2009 12:58:02

22-SEP-2009 12:58:02

22-SEP-2009 12:57:22

22-SEP-2009 12:58:02

22-SEP-2009 12:58:02

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

2

Document #:
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Visit Date

CRF
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Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Changed To
Impact on
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On
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R2018 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Findings*

3

NE

NO

11-JUN-2009 16:07:21

Amanda Lynn

Data Entry Error

1

Document #:
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CRF
CRF Page
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Impact on
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On
By
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R2018 Sptp, Weeks 1-4
16

Status Review Page number 16 Sptp, Weeks 1-4

CHKYN

Approximately
how many
cigarettes did
th (10)
1

0

105

15-DEC-2009 10:28:33

Amanda Lynn

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Changed To
Impact on
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R2018 Sptp, Weeks 1-4
16

Status Review Page number 16.1 Sptp, Weeks 1-4

CHKYN

Approximately
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th (11)
1

0
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15-DEC-2009 10:28:33

Amanda Lynn

Data Entry Error

1

Document #:
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CRF
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Qualifying Prompt Qualifying Value Section Visit 
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Row
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On
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R2018 Sptp, Weeks 1-4
16

Status Review Page number 16A Sptp, Weeks 1-4

CHKYN

Approximately
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cigarettes did
th (10)
1
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70

15-DEC-2009 10:28:33

Amanda Lynn

Data Entry Error

1

Document #:
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Visit Date

CRF
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By
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R2018 Sptp, Weeks 1-4
16

Status Review Page number 16B Sptp, Weeks 1-4

Section Header

CHKYN

DCM Blank flag

DCM Blank flag

Approximately
how many
cigarettes did
th (10)

1

1

1

N

Y

0

Y

N

28

13-AUG-2009 16:11:55

13-AUG-2009 16:13:20

15-DEC-2009 10:28:33

Amanda Lynn
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Data Entry Error
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Document #:
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CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group #

Group #
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Impact on
resequence

Impact on
resequence

On

On

By
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R2018 Ip, Week 6
17

Vs Page number 17 Ip, Week 6

VS

Body Temperature

1

36.5

36.6

22-SEP-2009 12:58:31

Amanda Lynn

Data Entry Error
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Document #:
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Qualifying Prompt Qualifying Value Section Visit 
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R2018 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

If Subject was
not compliant,
approximat (5)

Was Subject
compliant (4)

1

1

YES

140

NO

22-SEP-2009 12:58:57

22-SEP-2009 12:58:57

Amanda Lynn

Amanda Lynn

Data Entry Error

Data Entry Error

1

Document #:
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CRF
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By
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R2018 Ip, Week 16
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CRF Header

DCI Blank Flag

1

Y

N

13-AUG-2009 16:23:12

Amanda Lynn
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Document #:
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resequence
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R2018 Ip, Week 16
27

CRF Header

DCI Blank Flag

1

Y

N

22-OCT-2009 14:28:37

Amanda Lynn

Data Entry Error

0

Document #:
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Page_39
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R2018 Pcm.1

Pcm Page number 39 Pcm.1

CM1

Dose

1

500

250

22-SEP-2009 13:01:13

Amanda Lynn

Data Entry Error

1

Document #:
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Visit Date

CRF
CRF Page
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R250017713

L0689282_2 R20181737350513

SCREENING

UPREG 7PAGE_07

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Please complete

Discrepancy Detail Report
Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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L0689282_2 R20181737350713

SCREENING

DRGSCR 7PAGE_07

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Please complete

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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L0689282_2 R201879775011

SCREENING

SMOKING HISTORY 10PAGE_10

Comments (NRT) 1

CURRENT

No Action 

MANUAL

Resolved-Response Edited

NICOTINE PATCHES 2006-2007

Please update comment to clarify if subject attempted to quit throughout 2006 - 2007
using the patch or if subject successfully quit for those years.

I cannot that comment is not on our source leave as is.

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:

(b) (6)
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L0689282_2 R20181737350813

SCREENING

MH 9PAGE_09

Does the subject have any relevant medic 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

YES

Please review ongoing Hernia for relevance

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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L0689282_2 R20181737352913

IP, WEEK 6

VS 17PAGE_17

Body Temperature 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

36.6

Please review value

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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L0689282_2 R20181737353513

IP, WEEK 6

STATUS REVIEW 20PAGE_20

Was Subject compliant 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NO

Subject diary indicates 20/day smoked at week 6

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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IP, WEEK 16

LB 27PAGE_27

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Per CRF guidelines dated 02Jun09, this page is to be completed and NA is  for
requisition number and no for CS.  Please complete all lab pages when biomarkers are
obtained for all subjects.

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:

(b) (6)
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PCM.1

PCM 39PAGE_39

Dose 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

250

Please review value

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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Deleted CRFs Report




