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Abc 123

Abc 123

L0689282_2

All statuses

All statuses

R2005

R2005

All statuses

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.

Starting patient:

Ending patient:

Prompt
Data value
Data value with discrepancy









02.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





03.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

















10.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





11.LINKS

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





12.LINKS

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





13.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





14.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





15.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





























Appendix: Audit and Discrepancy Information
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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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R244950313

Week_2

L0689282_2

R2005 Week 2
02

Study Diary Page number 2 Week 2

DRUGSCR

5. Large (1g)
(2)

Date

1

1

4.5

5

07-APR-2009

14-JAN-2010 10:21:50

06-MAY-2009 10:21:26

Amanda Lynn

Amanda Lynn

Data Entry Error

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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R244950413

Week_3

L0689282_2

R2005 Week 3
03

Study Diary Page number 3 Week 3

DRUGSCR

1. I have not
smoked any
cigarettes at a
(1)
1

INCORRECT

06-MAY-2009 10:21:11

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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R260404913

Week_10

L0689282_2

R2005 Week 10
10

CRF Header

DCI Blank Flag

DCI Blank Flag

DCI Blank Flag

1

1

1

N

Y

N

Y

N

Y

11-NOV-2009 11:00:52

08-JAN-2010 17:07:23

27-JAN-2010 13:09:16

Amanda Lynn

Amanda Lynn

Amanda Lynn

Data Entry Error

Data Entry Error

Data Entry Error

0

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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R260405413

Week_11

L0689282_2

R2005 Week 11
11

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

08-JAN-2010 17:08:31

08-JAN-2010 17:08:36

Amanda Lynn

Amanda Lynn

Data Entry Error

Data Entry Error

0

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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R260405413

Week_11

L0689282_2

R2005 Week 11
11

Study Diary Page number 11 Week 11

DRUGSCR

5. Large (1g)
(2)

6. I have
experienced the
following AEs
(3)

6. I have
experienced the
following AEs
(3)

7. I think the
AE is related to
the snus (4)

Date

Date

1

1

1

1

1

1

5

BACTERIAL CORNEA ULCER

BACTERIAL CORNEA ULCER
VIGAMOX .5% BASE 3 X
TIMES DAILY 1 DROP

INCORRECT

15-JUN-2009

22-JUN-2009

6

BACTERIAL CORNEA ULCER
VIGAMOX .5% BASE 3 X
TIMES DAILY 1 DROP

AE

08-JUN-2009

08-JUN-2009

11-NOV-2009 11:01:10

08-JAN-2010 17:03:33

08-JAN-2010 17:04:20

11-NOV-2009 11:01:10

11-NOV-2009 11:01:10

27-JAN-2010 13:23:16

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

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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R260405913

Week_12

L0689282_2

R2005 Week 12
12

Study Diary Page number 12 Week 12

DRUGSCR

5. Large (1g)
(2)

6. I have
experienced the
following AEs
(3)

6. I have
experienced the
following AEs
(3)

7. I think the
AE is related to
the snus (4)

Date

1

1

1

1

1

6

BACTERIAL CORNEA ULCER

AE

22-JUN-2009

5

BACTERIAL CORNEA ULCER

BACTERIAL CORNEA ULCER,
VIGAMOX .5% BASE 3 TIMES
DAILY - 1 DROP

INCORRECT

15-JUN-2009

11-NOV-2009 11:01:42

11-NOV-2009 11:01:42

27-JAN-2010 13:25:32

08-JAN-2010 17:13:42

11-NOV-2009 11:01:42

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

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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R260406013

Week_13

L0689282_2

R2005 Week 13
13

Study Diary Page number 13 Week 13

DRUGSCR

5. Large (1g)
(2)

Date

1

1

7

29-JUN-2009

6

22-JUN-2009

11-NOV-2009 11:02:34

11-NOV-2009 11:02:34

Amanda Lynn

Amanda Lynn

Data Entry Error

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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R260406113

Week_14

L0689282_2

R2005 Week 14
14

Study Diary Page number 14 Week 14

DRUGSCR

5. Large (1g)
(2)

Date

1

1

6

07-JUL-2009

7

29-JUN-2009

11-NOV-2009 11:03:02

11-NOV-2009 11:03:02

Amanda Lynn

Amanda Lynn

Data Entry Error

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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R260406213

Week_15

L0689282_2

R2005 Week 15
15

CRF Header

DCI Blank Flag

1

Y

N

11-NOV-2009 11:03:20

Amanda Lynn

Data Entry Error

0

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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R260405413

L0689282_2 R200549167011

WEEK 11

STUDY DIARY 11WEEK_11

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090608

Please review diary entry.  The data from wk 10 diary page dated 08Jun09 should be
entered on this page.

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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R260405913

L0689282_2

L0689282_2

R2005

R2005

49167111

36177711

WEEK 12

WEEK 12

STUDY DIARY

STUDY DIARY

12

12

WEEK_12

WEEK_12

6. I have experienced the following AEs

7. I think the AE is related to the snus

1

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

BACTERIAL CORNEA ULCER, VIGAMOX .5% BASE 3 TIMES DAILY - 1 DROP

INCORRECT

Per previous query, please enter the medication noted on the diary to this page.

Please review source an amend CRF as applicable.  Also, please enter medication noted by
subject on diary.  Please review progress note.

Document #:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

CRF:

CRF:

Field:

Field:

Value Text:

Value Text:

Type:

Type:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Status:

Status:

Site:

Site:

Visit Date:

Visit Date:

Section:

Section:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Row:

Row:
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Deleted CRFs Report




