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01.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF









04.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





05.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





06.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





07.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





08.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





09.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





10.OS.1

OverFlow Section For Document Number R241106513

REPORTS USING ZYBAN ONCE DAILY BEGINNING JANUARY OF 2000 AND ENDING JULY OF 2000
FOR SMOKING CESSATION PURPOSES.

1

TRIED COLD TURKEY IN JANUARY 1984 AND JULY 2000.2



10.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





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

Click here to navigate to discrepancy details for this CRF





14.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





15.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







16.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











20.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









































39.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U1.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

























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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R2005 Screening
01

Header Page number 1 Screening

DM

Check Box

1 YES

30-MAR-2009 13:09:47
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Page_04
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R2005 Screening
04

Info_Session Page number 4 Screening

IC

Date of
Information
Session
1

11-MAR-2009

12-MAR-2009

10-JUN-2009 16:51:26

Amanda Lynn

Data Entry Error

1

Document #:
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R2005 Screening
04

Ifc Page number 4 Screening

IC

Date the Subject
Signed the
Informed Con
1

11-MAR-2009

12-MAR-2009

10-JUN-2009 16:51:26

Amanda Lynn

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page
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R2005 Screening
05

Dm Page number 5 Screening

DM

Age

Date

Date of Birth

Gender

1

1

1

1

53

11-MAR-2009

24-APR-1955

FEMALE

44

12-MAR-2009

19-JUL-1964

MALE

10-JUN-2009 16:56:14

10-JUN-2009 16:55:36

10-JUN-2009 16:55:36

10-JUN-2009 16:55:36

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Derivation

Data Entry Error

Data Entry Error

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
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Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Row
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R2005 Screening
05

Bm Page number 5 Screening

BM

Date

Height

1

1

11-MAR-2009

62.1

12-MAR-2009

66.4

22-OCT-2009 14:12:58

10-JUN-2009 16:55:36

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
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Comment
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R239713713

Page_06
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R2005 Screening
06

Vs Page number 6 Screening

VS

Actual Time

Body Temperature

Date

Diastolic Blood
Pressure

Heart Rate

Respiratory Rate

Systolic Blood
Pressure

Weight

1

1

1

1

1

1

1

1

1002

036.8

11-MAR-2009

090

075

010

138

285.8

0910

36.8

12-MAR-2009

072

058

12

120

210.4

10-JUN-2009 16:56:15

10-JUN-2009 16:56:15

10-JUN-2009 16:56:15

10-JUN-2009 16:56:15

10-JUN-2009 16:56:15

10-JUN-2009 16:56:15

10-JUN-2009 16:56:15

10-JUN-2009 16:56:15

Amanda Lynn

Amanda Lynn

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

Data Entry Error

Data Entry Error

1

Document #:

Patient
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Visit

Visit Date

CRF
CRF Page

Section
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Qualifying Prompt Qualifying Value Section Visit 
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Field
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Changed From

Changed To
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resequence

On
By
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Comment
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R2005 Screening
07

Lb Page number 7 Screening

LB

Date

Requisition
Number 1: (1)

1

1

11-MAR-2009

070-685-0007-0

12-MAR-2009

071-685-0004-0

10-JUN-2009 17:04:31

22-OCT-2009 14:13:56

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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R2005 Screening
07

Upreg Page number 7 Screening

Section Header

DCM Blank flag

1

Y

N

10-JUN-2009 17:04:31

Amanda Lynn

Data Entry Error

0

Document #:

Patient
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Visit

Visit Date

CRF
CRF Page
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Changed To
Impact on
resequence

On
By

Reason
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R2005 Screening
07

Drgscr Page number 7 Screening

Section Header

DCM Blank flag

1

Y

N

10-JUN-2009 17:04:31

Amanda Lynn

Data Entry Error

0

Document #:

Patient
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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
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Comment
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Page_08
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R2005 Screening
08

Eg Page number 8 Screening

EG

Actual Time

Date

1

1

0953

11-MAR-2009

0918

12-MAR-2009

10-JUN-2009 17:07:50

10-JUN-2009 17:07:50

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
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Comment
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Page_09
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R2005 Screening
09

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

31-MAR-2009 11:54:57

31-MAR-2009 11:55:11

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
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Comment
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R239714113

Page_09
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R2005 Screening
09

Mh Page number 9 Screening

DTE

MH1

Date

Does the subject
have any
relevant medic

1

1

11-MAR-2009

12-MAR-2009

NO

22-OCT-2009 14:15:16

31-MAR-2009 11:55:11

Amanda Lynn

Amanda Lynn

Data Entry Error

Row Inserted

1

2

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group #

Group #
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Page_10
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R2005 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Comments (other
attemps) (7)

Comments (other
attemps) (7)

Comments (other
attemps) (7)

If yes, how many
(other attempts
to quit (6)

1

1

1

1

TRIED COLED TURKEY IN
JANUARY 1084 AND JULY
2000.

TRIED COLED TURKEY IN
JANUARY 1984 AND JULY
2000.

3

TRIED COLED TURKEY IN
JANUARY 1084 AND JULY
2000.

TRIED COLED TURKEY IN
JANUARY 1984 AND JULY
2000.

TRIED COLD TURKEY IN
JANUARY 1984 AND JULY
2000.

2

07-MAY-2009 10:07:53

10-MAR-2010 09:57:25

10-MAR-2010 11:36:53

07-MAY-2009 10:07:53

Amanda Lynn

Amanda Lynn

Krysia Magnuson

Amanda Lynn

Coled to cold. KAY
10Mar2010.

Data Entry Error

Data Entry Error

ODM/SEC

Data Entry Error

1
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Page_11
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R2005 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Date

Date

Findings

Findings*

Date

Findings*

1

2

2

2

3

3

11-MAR-2009

11-MAR-2009

UPPER AND LOWER DENTURES

YES

11-MAR-2009

NE

12-MAR-2009

12-MAR-2009

NO

12-MAR-2009

NO

22-OCT-2009 14:15:49

22-OCT-2009 14:15:49

22-OCT-2009 14:15:49

22-OCT-2009 14:15:49

22-OCT-2009 14:15:49

11-JAN-2010 11:38:42

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 
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Field
Row
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Changed To
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resequence

On
By
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R2005 Screening
12

Pe Page number 12 Screening

DTE

Date

1

11-MAR-2009

12-MAR-2009

22-OCT-2009 14:16:53

Amanda Lynn

Data Entry Error

1

Document #:

Patient
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Visit
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CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
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R2005 Screening
13

Behavioral Coun Page number 13 Screening

EX1

Date

Date

1

2

11-MAR-2009

11-MAR-2009

12-MAR-2009

12-MAR-2009

22-OCT-2009 14:17:13

22-OCT-2009 14:17:13

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
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Comment
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Page_14
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R2005 Baseline, Week 0
14

Eco Page number 14 Baseline, Week 0

EX1

%COHb

Actual Time

Date

ECO Level

1

1

1

1

3.3

0835

23-MAR-2009

17

3.5

1144

24-MAR-2009

8

10-JUN-2009 16:52:54

10-JUN-2009 16:52:54

10-JUN-2009 16:52:54

10-JUN-2009 16:52:54

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

1

Document #:
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Page_14

L0689282_2

R2005 Baseline, Week 0
14

Behavioral Coun Page number 14 Baseline, Week 0

EX1

Date

1

23-MAR-2009

24-MAR-2009

10-JUN-2009 16:52:54

Amanda Lynn

Data Entry Error

1

Document #:

Patient
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Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 
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Page_14

L0689282_2

R2005 Baseline, Week 0
14

Questionnaires Page number 14 Baseline, Week 0

EX1

Date

1

23-MAR-2009

24-MAR-2009

26-FEB-2010 15:27:22

Amanda Lynn

Data Entry Error

1

Document #:

Patient
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Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From
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Page_15
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R2005 Baseline, Week 0
15

Sc Page number 15 Baseline, Week 0

SC

Actual Time

Date

1

1

0850

23-MAR-2009

1213

24-MAR-2009

10-JUN-2009 16:54:32

10-JUN-2009 16:54:32

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
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Page_15
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R2005 Baseline, Week 0
15

Ex Page number 15 Baseline, Week 0

EX1

0.5 g of snus or
placebo logs
dispensed

1.0 g of snus or
placebo logs
dispensed

Date

1

1

1

1

0

23-MAR-2009

8

4

24-MAR-2009

10-JUN-2009 16:54:32

10-JUN-2009 16:54:32

10-JUN-2009 16:54:32

Amanda Lynn

Amanda Lynn

Amanda Lynn

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
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On
By
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R2005 Baseline, Week 0
15

Diary Page number 15 Baseline, Week 0

DRUGSCR

Date

1

23-MAR-2009

24-MAR-2009

10-JUN-2009 16:54:32

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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Page_16
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R2005 Sptp, Weeks 1-4
16

Status Review Page number 16.1 Sptp, Weeks 1-4

CHKYN

Date

1

07-MAR-2009

07-APR-2009

10-MAR-2010 10:07:59

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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Page_16

L0689282_2

R2005 Sptp, Weeks 1-4
16

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

CHKYN

Date

1

14-MAR-2009

14-APR-2009

10-MAR-2010 10:08:47

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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Page_20
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R2005 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

Comments (how
many cigarettes)
(5)

Comments (how
many cigarettes)
(5)

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

Was Subject
compliant (4)

Was Subject
compliant (4)

1

1

1

1

1

1

1

WAS NOT CAPTURED ON
SOURCE.

UNKKNOWN

28

YES

NO

WAS NOT CAPTURED ON
SOURCE.

UNKKNOWN

28

NO

YES

10-JUN-2009 17:08:56

10-JUN-2009 17:53:55

10-JUN-2009 17:08:56

10-JUN-2009 17:53:55

22-OCT-2009 14:17:41

10-JUN-2009 17:08:56

22-OCT-2009 14:17:41

Amanda Lynn

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

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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Page_39
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R2005 Pcm
39

Pcm Page number 39 Pcm

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Dose

Drug name

Frequency

Indication

Ongoing

1

1

1

1

1

1

1

1

1

1

1

1

1

C

CARDIOVASCULAR SYSTEM, C

C01

CARDIAC THERAPY, C01

C01E

OTHER CARDIAC
PREPARATIONS, C01E

C01EB

OTHER CARDIAC
PREPARATIONS, C01EB

2

GENERIC STOOL SOFTENER

EVERY DAY

CONSTIPATION

CHECKED

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

ANTIINFLAMMATORY/ANTIRHE
UMATIC PROD.,NON-
STEROIDS, M01A

M01AE

PROPIONIC ACID
DERIVATIVES, M01AE

400

IBUPROFEN

ONCE

HEADACHE

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

24-APR-2009 15:56:06

24-APR-2009 15:56:06

24-APR-2009 15:56:06

24-APR-2009 15:56:06

24-APR-2009 15:56:06

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

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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R239910513

Page_39

L0689282_2

R2005 Pcm
39

Pcm Page number 39 Pcm

CM1

Start Date

Stop Date

Unit

1

1

1

09-MAR-2009

TABLET

21-APR-2009

21-APR-2009

MILLIGRAMS

24-APR-2009 15:56:06

24-APR-2009 15:56:06

24-APR-2009 15:56:06

Amanda Lynn

Amanda Lynn

Amanda Lynn

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
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Page_39

L0689282_2

R2005 Pcm.1

Pcm Page number 39 Pcm.1

CM1

ATC1 Code

ATC1 Code

ATC1 Code

ATC1 Text

ATC1 Text

ATC1 Text

ATC2 Code

ATC2 Code

ATC2 Code

ATC2 Text

ATC2 Text

ATC2 Text

ATC3 Code

ATC3 Code

1

1

1

1

1

1

1

1

1

1

1

1

1

1

J

J

ANTIINFECTIVES FOR
SYSTEMIC USE, J

ANTIINFECTIVES FOR
SYSTEMIC USE, J

J01

J01

ANTIBACTERIALS FOR
SYSTEMIC USE, J01

ANTIBACTERIALS FOR
SYSTEMIC USE, J01

J01M

J

S

ANTIINFECTIVES FOR
SYSTEMIC USE, J

SENSORY ORGANS, S

J01

S01

ANTIBACTERIALS FOR
SYSTEMIC USE, J01

OPHTHALMOLOGICALS, S01

J01M

20-APR-2010 11:39:56

26-APR-2010 10:36:00

27-APR-2010 12:10:38

20-APR-2010 11:39:56

26-APR-2010 10:36:00

27-APR-2010 12:10:38

20-APR-2010 11:39:56

26-APR-2010 10:36:00

27-APR-2010 12:10:38

20-APR-2010 11:39:56

26-APR-2010 10:36:00

27-APR-2010 12:10:38

20-APR-2010 11:39:56

26-APR-2010 10:36:00

Carol Kraucyk

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Data Change

Class. Change

Class. Change

Data Change

Class. Change

Class. Change

Data Change

Class. Change

Class. Change

Data Change

Class. Change

Class. Change

Data Change

Class. Change

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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R2005 Pcm.1

Pcm Page number 39 Pcm.1

CM1

ATC3 Code

ATC3 Text

ATC3 Text

ATC3 Text

ATC4 Code

ATC4 Code

ATC4 Code

ATC4 Text

ATC4 Text

ATC4 Text

Drug Modified
Reported Term

Drug name

Frequency

Indication

Preferred Term

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

J01M

QUINOLONE
ANTIBACTERIALS, J01M

QUINOLONE
ANTIBACTERIALS, J01M

J01MA

J01MA

FLUOROQUINOLONES, J01MA

FLUOROQUINOLONES, J01MA

VIGAMOX

VIGAMOX

EVERY DAY

BACTERIAL CORNEAL ULCER

MOXIFLOXACIN
HYDROCHLORIDE

S01A

QUINOLONE
ANTIBACTERIALS, J01M

ANTIINFECTIVES, S01A

J01MA

S01AX

FLUOROQUINOLONES, J01MA

OTHER ANTIINFECTIVES,
S01AX

VIGAMOX 0.5% SOLUTION

VIGAMOX 0.5% SOLUTION

OTHER

CORNEAL ULCER

27-APR-2010 12:10:38

20-APR-2010 11:39:56

26-APR-2010 10:36:00

27-APR-2010 12:10:38

20-APR-2010 11:39:56

26-APR-2010 10:36:00

27-APR-2010 12:10:38

20-APR-2010 11:39:56

26-APR-2010 10:36:00

27-APR-2010 12:10:38

20-APR-2010 11:29:16

09-APR-2010 15:52:45

29-JUL-2009 14:26:20

22-OCT-2009 14:19:20

20-APR-2010 11:39:56

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Amanda Lynn

Amanda Lynn

Amanda Lynn

Carol Kraucyk

Class. Change

Data Change

Class. Change

Class. Change

Data Change

Class. Change

Class. Change

Data Change

Class. Change

Class. Change

Data Change

Data Entry Error

Data Entry Error

Data Entry Error

Data Change

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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R2005 Pcm.1

Pcm Page number 39 Pcm.1

CM1

Preferred Term

Preferred Term
Code

Preferred Term
Code

Trade Name

Trade Name

Trade Name Code

Trade Name Code

other, specify
(frequency)

other, specify
(unit)

1

1

1

1

1

1

1

1

1

01453202001

VIGAMOX

01453202008

DROP 0.5% SOLUTION

MOXIFLOXACIN
HYDROCHLORIDE

01453202001

VIGAMOX

01453202008

EVERY 5 HOURS

DROP

26-APR-2010 10:36:00

20-APR-2010 11:39:56

26-APR-2010 10:36:00

20-APR-2010 11:39:56

26-APR-2010 10:36:00

20-APR-2010 11:39:56

26-APR-2010 10:36:00

29-JUL-2009 14:26:20

09-APR-2010 15:52:45

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Amanda Lynn

Amanda Lynn

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

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
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SCREENING

INFO_SESSION 4PAGE_04

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Please review ALL screening data - incorrect subject data entered

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 R20051777970713

SCREENING

BM 5PAGE_05

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090312

Please confirm date.

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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SCREENING

LB 7PAGE_07

Requisition Number 1: 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

071-685-0004-0

Please verify requisition number.

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 R20051777972013

SCREENING

MH 9PAGE_09

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090312

Please verify date of med. hx.

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

L0689282_2

R2005

R2005

R2005

1777972313

1777972213

36477111

SCREENING

SCREENING

SCREENING

ORAL HEALTH EXA

ORAL HEALTH EXA

ORAL HEALTH EXA

11

11

11

PAGE_11

PAGE_11

PAGE_11

Date

Findings

Findings*

1

2

3

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

20090312

NO

Please verify dates.

Please review entry.  Dentures are not the same as cervicies.  Please revise responses to
yes/no question and delete comment.

Per eNTF this should be marked No instead of NE.

Document #:

Discrepancy ID:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

Visit:

CRF:

CRF:

CRF:

Field:

Field:

Field:

Value Text:

Value Text:

Value Text:

Type:

Type:

Type:

Review Status:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Resolution Text:

Status:

Status:

Status:

Site:

Site:

Site:

Visit Date:

Visit Date:

Visit Date:

Section:

Section:

Section:

Patient:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Qualifying Value:

Row:

Row:

Row:
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SCREENING

PE 12PAGE_12

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090312

Please verify date.

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 R20051777972513

SCREENING

BEHAVIORAL COUN 13PAGE_13

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090312

Please verify dates.

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 R200579665911

SCREENING

SMOKING HISTORY 10PAGE_10

Comments (other attemps) 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

TRIED COLD TURKEY IN JANUARY 1984 AND JULY 2000.

January 1084 is not a valid date. Please update comment field.

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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BASELINE, WEEK 

ECO 14PAGE_14

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090324

Please review all data at week 0 - incorrect subject entered

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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BASELINE, WEEK 

QUESTIONNAIRES 14PAGE_14

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090324

Please verify date (23-Mar-2009) as it is inconsistent with all other Baseline, Week 0
dates (24-Mar-2009).

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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SPTP, WEEKS 1-4

STATUS REVIEW 16.1PAGE_16

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090407

Please verify updating date to 07-APR-2009 as 07-MAR-2009 is prior to Screening date.

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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SPTP, WEEKS 1-4

STATUS REVIEW 16APAGE_16

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090414

Please verify updating date to 14-APR-2009 as 14-MAR-2009 is prior to randomization date.

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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R244948713

L0689282_2

L0689282_2

R2005

R2005

1670580013

1670579913

IP, WEEK 6

IP, WEEK 6

STATUS REVIEW

STATUS REVIEW

20

20

PAGE_20

PAGE_20

If Subject was not compliant, approximat

Was Subject compliant

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

YES

Per return questionnaire and diary, subject did not smoke any during week 6.  Please
review and revise response to yes/no question and amount.

Please review response.  Subject smoked during week 5

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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R260407913
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L0689282_2

R2005

R2005

1778025013

98517911

PCM.1

PCM.1

PCM

PCM

39

39

PAGE_39

PAGE_39

Indication

other, specify (unit)

1

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

CORNEAL ULCER

DROP

Indication should match the AE of Corneal ulcer.

Please update unit to 'drop.'  If 0.5% solution is wanted, please add to drug name.

Verified.  JLM 20Apr2010

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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