
   

CRF Report for Study E7694105
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Abc 123

Abc 123

L0689282_2

All statuses

All statuses

R2013

R2013

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















05.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







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 R244107413

NICORETTE GUM 2007, NICOTINE PATCHES 20071





11.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























24.OS.1

OverFlow Section For Document Number R263372913

UNKNOWN SINCE DIARIES WEEK 10-16 ARE MISSING.1



24.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





25.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





26.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF



























38.LINKS

Links to Discrepancy and Audit Sections

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

Click here to navigate to discrepancy details for this CRF







39.1.U2.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





39.1.U3.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





39.1.U4.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U5.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U6.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U7.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U8.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U9.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U10.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U11.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF



















40.U7.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







40.U9.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





40.U10.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





40.U11.LINKS

Links to Discrepancy and Audit Sections

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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R244106813

Page_05
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R2013 Screening
05

Dm Page number 5 Screening

DM

Ethnicity

1 NOTHISP

30-APR-2009 13:29:46

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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R244107113

Page_07
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R2013 Screening
07

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

12-AUG-2009 14:42:52

12-AUG-2009 14:43:52

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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Page_07
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R2013 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

15-APR-2009

105-685-0002-0

YES

NO

12-AUG-2009 14:43:52

12-AUG-2009 14:43:52

12-AUG-2009 14:43:52

12-AUG-2009 14:43:52

12-AUG-2009 14:43:52

12-AUG-2009 14:43:52

12-AUG-2009 14:43:52

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 #:

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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R245257513

Page_09
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R2013 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

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

1

1

1

1

1

1

2

2

2

2

2

3

3

NO

00-00-2005

SINUS INFECTIONS

YES

CHECKED

01

00-00-2005

NASAL/SINUS CONGESTION

CHECKED

02

00-00-2004

11-JUN-2009 15:35:31

11-JUN-2009 15:35:31

11-JUN-2009 15:35:31

11-JUN-2009 15:35:31

11-JUN-2009 15:35:31

11-JUN-2009 15:35:31

11-JUN-2009 15:35:31

11-JUN-2009 15:35:31

11-JUN-2009 15:35:31

11-JUN-2009 15:35:31

11-JUN-2009 15:35:31

11-JUN-2009 15:35:31

11-JUN-2009 15:35:31

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

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

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

2

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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R245257513

Page_09
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R2013 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

3

3

3

4

4

4

4

4

5

5

5

5

5

6

6

SINUS HEADACHES

CHECKED

03

00-00-1997

RECURRENT BACK PAIN

CHECKED

04

00-00-2005

SEASONAL ALLERGIES

CHECKED

05

00-00-1979

11-JUN-2009 15:35:31

11-JUN-2009 15:35:31

11-JUN-2009 15:35:31

11-JUN-2009 15:35:31

11-JUN-2009 15:35:31

11-JUN-2009 15:35:31

11-JUN-2009 15:35:31

11-JUN-2009 15:35:31

11-JUN-2009 15:35:31

11-JUN-2009 15:35:31

11-JUN-2009 15:35:31

11-JUN-2009 15:35:31

11-JUN-2009 15:35:31

27-JAN-2010 14:27:43

27-JAN-2010 14:27:43

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

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

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

2

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_09
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R2013 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Ongoing

Sequence Number

6

6

6

GENERAL ACHES AND PAINS

CHECKED

06

27-JAN-2010 14:27:43

27-JAN-2010 14:27:43

27-JAN-2010 14:27:43

Amanda Lynn

Amanda Lynn

Amanda Lynn

Row Inserted

Row Inserted

Row Inserted

2

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_11
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R2013 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Date

Date

Findings*

3

3

3

15-APR-2009

NE

15-APR-2009

NO

30-APR-2009 13:48:54

30-APR-2009 14:03:36

11-JUN-2009 15:37:45

Amanda Lynn

Amanda Lynn

Amanda Lynn

Investigator
Correction

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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R244108913

Page_15

L0689282_2

R2013 Baseline, Week 0
15

Sc Page number 15 Baseline, Week 0

SC

Was Subject
randomized?
1

YES

30-APR-2009 14:06:37

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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R263372913

Page_24

L0689282_2

R2013 Ip, Week 10
24

Status Review Page number 24 Ip, Week 10

CHKYN

Comments (how
many cigarettes)
(5)

Comments (how
many cigarettes)
(5)

Comments (how
many cigarettes)
(5)

If Subject was
not compliant,
approximat (5)

1

1

1

1

UNK SINCE DIARIES WEEK
1-16 ARE MISSING.

UNKNOWN SINCE DIARIES
WEEK 1-16 ARE MISSING.

20

UNK SINCE DIARIES WEEK
1-16 ARE MISSING.

UNKNOWN SINCE DIARIES
WEEK 1-16 ARE MISSING.

UNKNOWN SINCE DIARIES
WEEK 10-16 ARE MISSING.

UNK

27-JAN-2010 14:04:04

27-JAN-2010 14:05:38

27-JAN-2010 14:05:47

27-JAN-2010 14:04:04

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

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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R263376013

Page_25
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R2013 Ip, Week 13
25

CRF Header

DCI Blank Flag

1

N

Y

10-MAR-2010 10:25:55

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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R244954113

Page_39
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R2013 Pcm
39

Pcm Page number 39 Pcm

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Drug name

1

1

1

1

1

1

1

1

1

A

ALIMENTARY TRACT AND
METABOLISM, A

A01

STOMATOLOGICAL
PREPARATIONS, A01

A01A

STOMATOLOGICAL
PREPARATIONS, A01A

A01AD

OTHER AGENTS FOR LOCAL
ORAL TREATMENT, A01AD

BAYER

N

NERVOUS SYSTEM, N

N02

ANALGESICS, N02

N02B

OTHER ANALGESICS AND
ANTIPYRETICS, N02B

N02BA

SALICYLIC ACID AND
DERIVATIVES, N02BA

BAYER ASPIRIN

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

12-AUG-2009 15:49:05

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Amanda Lynn

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Data Entry Mode

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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R2013 Pcm.2

Pcm Page number 39 Pcm.2

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Dose

Drug Modified
Reported Term

Drug name

Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

1

1

1

1

1

1

1800

FEXOFENALINE

FEXOFENALINE

R

RESPIRATORY SYSTEM, R

R06

ANTIHISTAMINES FOR
SYSTEMIC USE, R06

R06A

ANTIHISTAMINES FOR
SYSTEMIC USE, R06A

R06AX

OTHER ANTIHISTAMINES FOR
SYSTEMIC USE, R06AX

180

FEXOFENADINE

FEXOFENADINE

FEXOFENADINE

01314201001

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

14-DEC-2009 10:05:07

20-APR-2010 11:29:16

09-APR-2010 15:03:08

20-APR-2010 11:39:56

20-APR-2010 11:39:56

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Amanda Lynn

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Obvious spelling
correction.  JLM
09Apr2010

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Entry Error

Data Change

ODM/SEC

Data Change

Data 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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Page_39
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R2013 Pcm.3

Pcm Page number 39 Pcm.3

CM1

Ongoing

Stop Date

1

1

CHECKED

07-SEP-2009

14-DEC-2009 10:05:58

14-DEC-2009 10:05:58

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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R266257813

Page_39
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R2013 Pcm.4

Pcm Page number 39 Pcm.4

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

1

1

1

1

1

1

1

1

D

DERMATOLOGICALS, D

D07

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

D07A

CORTICOSTEROIDS, PLAIN,
D07A

D07AA

CORTICOSTEROIDS, WEAK
(GROUP I), D07AA

H

SYSTEMIC HORMONAL
PREP.,EXCL.SEX HORM.AND
INSULIN, H

H02

CORTICOSTEROIDS FOR
SYSTEMIC USE, H02

H02A

CORTICOSTEROIDS FOR
SYSTEMIC USE, PLAIN,
H02A

H02AB

GLUCOCORTICOIDS, H02AB

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

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. 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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R266257913

Page_39
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R2013 Pcm.5

Pcm Page number 39 Pcm.5

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

1

1

1

1

1

1

1

1

D

DERMATOLOGICALS, D

D07

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

D07A

CORTICOSTEROIDS, PLAIN,
D07A

D07AA

CORTICOSTEROIDS, WEAK
(GROUP I), D07AA

H

SYSTEMIC HORMONAL
PREP.,EXCL.SEX HORM.AND
INSULIN, H

H02

CORTICOSTEROIDS FOR
SYSTEMIC USE, H02

H02A

CORTICOSTEROIDS FOR
SYSTEMIC USE, PLAIN,
H02A

H02AB

GLUCOCORTICOIDS, H02AB

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

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. 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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R266258013

Page_39

L0689282_2

R2013 Pcm.6

Pcm Page number 39 Pcm.6

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

1

1

1

1

1

1

1

1

D

DERMATOLOGICALS, D

D07

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

D07A

CORTICOSTEROIDS, PLAIN,
D07A

D07AA

CORTICOSTEROIDS, WEAK
(GROUP I), D07AA

H

SYSTEMIC HORMONAL
PREP.,EXCL.SEX HORM.AND
INSULIN, H

H02

CORTICOSTEROIDS FOR
SYSTEMIC USE, H02

H02A

CORTICOSTEROIDS FOR
SYSTEMIC USE, PLAIN,
H02A

H02AB

GLUCOCORTICOIDS, H02AB

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

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. 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



Report run by Brian Saari at 05-MAR-2013 16:02:29 115Page

R266258113

Page_39

L0689282_2

R2013 Pcm.7

Pcm Page number 39 Pcm.7

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

1

1

1

1

1

1

1

1

D

DERMATOLOGICALS, D

D07

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

D07A

CORTICOSTEROIDS, PLAIN,
D07A

D07AA

CORTICOSTEROIDS, WEAK
(GROUP I), D07AA

H

SYSTEMIC HORMONAL
PREP.,EXCL.SEX HORM.AND
INSULIN, H

H02

CORTICOSTEROIDS FOR
SYSTEMIC USE, H02

H02A

CORTICOSTEROIDS FOR
SYSTEMIC USE, PLAIN,
H02A

H02AB

GLUCOCORTICOIDS, H02AB

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

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

1

Document #:

Patient
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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 From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R2013 Pcm.8

Pcm Page number 39 Pcm.8

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

1

1

1

1

1

1

1

1

D

DERMATOLOGICALS, D

D07

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

D07A

CORTICOSTEROIDS, PLAIN,
D07A

D07AA

CORTICOSTEROIDS, WEAK
(GROUP I), D07AA

H

SYSTEMIC HORMONAL
PREP.,EXCL.SEX HORM.AND
INSULIN, H

H02

CORTICOSTEROIDS FOR
SYSTEMIC USE, H02

H02A

CORTICOSTEROIDS FOR
SYSTEMIC USE, PLAIN,
H02A

H02AB

GLUCOCORTICOIDS, H02AB

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

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

1
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CRF
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Pcm Page number 39 Pcm.9

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

1

1

1

1

1

1

1

1

D

DERMATOLOGICALS, D

D07

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

D07A

CORTICOSTEROIDS, PLAIN,
D07A

D07AA

CORTICOSTEROIDS, WEAK
(GROUP I), D07AA

H

SYSTEMIC HORMONAL
PREP.,EXCL.SEX HORM.AND
INSULIN, H

H02

CORTICOSTEROIDS FOR
SYSTEMIC USE, H02

H02A

CORTICOSTEROIDS FOR
SYSTEMIC USE, PLAIN,
H02A

H02AB

GLUCOCORTICOIDS, H02AB

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

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change
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R2013 Pcm.10

Pcm Page number 39 Pcm.10

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

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

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

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

M01AE

PROPIONIC ACID
DERIVATIVES, M01AE

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

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

1

Document #:
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CRF
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R2013 Pcm.11

Pcm Page number 39 Pcm.11

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

1

1

1

1

1

1

1

1

A

ALIMENTARY TRACT AND
METABOLISM, A

A01

STOMATOLOGICAL
PREPARATIONS, A01

A01A

STOMATOLOGICAL
PREPARATIONS, A01A

A01AD

OTHER AGENTS FOR LOCAL
ORAL TREATMENT, A01AD

N

NERVOUS SYSTEM, N

N02

ANALGESICS, N02

N02B

OTHER ANALGESICS AND
ANTIPYRETICS, N02B

N02BA

SALICYLIC ACID AND
DERIVATIVES, N02BA

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

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

1

Document #:
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Visit
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CRF Page
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Ae Page number 40 Ae.7

AE1

Adverse Event

High Level Group
Term

High Level Group
Term Code

High Level Term

High Level Term
Code

Lower Level Term

Lower Level Term
Code

Preferred Term

Preferred Term
Code

System Organ
Class

System Organ
Class Code

Verbatim Term

1

1

1

1

1

1

1

1

1

1

1

1

RIGH ARM SWELLING

RIGH ARM SWELLING

RIGHT ARM SWELLING

GENERAL SYSTEM DISORDERS
NEC

10018073

OEDEMA NEC

10030113

SWELLING ARM

10042680

OEDEMA PERIPHERAL

10030124

GENERAL DISORDERS AND
ADMINISTRATION SITE
CONDITIONS

10018065

RIGHT ARM SWELLING

26-APR-2010 16:48:57

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Obvious spelling
correction.  JLM
26Apr2010

ODM/SEC

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Data Change
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SCREENING

UPREG 7PAGE_07

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Please complete UDS nd preg modules

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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SCREENING

MH 9PAGE_09

Diagnosis/Procedure 2

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

NASAL/SINUS CONGESTION

Please update diagnosis/procedure term to clarify if this is an episodic/intermittent or
an ongoing/chronic condition.

no additional information

See query comment.

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 10

STATUS REVIEW 24PAGE_24

If Subject was not compliant, approximat 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

UNK

Please review entry and since no specific amount for week 10 is captured in sourec,
should entry be revised to UNK with a comment that Diary wks 10-16 is missing.

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:
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Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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IP, WEEK 16

VS 26PAGE_26

Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090818

Please complete CRFpage 27.

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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FU, WEEK 28

STATUS REVIEW 38PAGE_38

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Please complete.  Diary is in the subject binder.

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 R20131688894313

PCM

PCM 39PAGE_39

Drug name 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

BAYER ASPIRIN

Is this bayer asprin?

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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PCM.2

PCM 39PAGE_39

Dose 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

180

Please review source for dose and revise CRF page as applicable.

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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PCM.3

PCM 39PAGE_39

Stop Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090907

Please update with stop 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

L0689282_2

R2013

R2013

R2013

49142611

112094811

112094911

AE.7

AE.7

AE.7

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

CURRENT

CURRENT

CURRENT

No Action Required

No Action Required

No Action Required

MANUAL HEADER

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

Please review AE #8 in source for correct event listed here.  Arm pain instead of arm
swelling.  Amend CRF as necessary.

Resolved Date and Time is missing and Ongoing is null for Adverse Event <RIGHT ARM
SWELLING>.  Please either provide resolved date and time OR check Ongoing.

Outcome to Date is equal to  RECOVERED for RIGHT ARM SWELLING but Resolved Date and/or
Time are missing.  Please reconcile.

Closed by monitor NA.

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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L0689282_2

R2013

R2013

20535911

20525511

AE.9

AE.9

AE

AE

40

40

PAGE_40

PAGE_40

CURRENT

CURRENT

No Action Required

No Action Required

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Outcome to Date is equal to  RECOVERED for RIGHT ARM PAIN but Resolved Date and/or Time
are missing.  Please reconcile.

Resolved Date and Time is missing and Ongoing is null for Adverse Event <RIGHT ARM PAIN>.
 Please either provide resolved date and time OR check Ongoing.

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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L0689282_2

L0689282_2

R2013

R2013

R2013

49143611

20536011

20525611

AE.10

AE.10

AE.10

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Action Taken 1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

No Action Required

No Action Required

MANUAL

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

OTHER DRUG

Please specify which med was taken for this AE.  The source states PT was given and con-
med # 1 which on source states general aches and pain and no previous shoulder pain is
noted on med. hx.  Please review and clarify.  Progress notes state that Bayer was taken
for shoulder pain, please list separately for use for this AE.

Outcome to Date is equal to  RECOVERED for RIGHT SHOULDER PAIN but Resolved Date and/or
Time are missing.  Please reconcile.

Resolved Date and Time is missing and Ongoing is null for Adverse Event <RIGHT SHOULDER
PAIN>.  Please either provide resolved date and time OR check Ongoing.

updated conmed for his own line.

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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R2013

R2013

20536111

20525711

AE.11

AE.11

AE

AE

40

40

PAGE_40

PAGE_40

CURRENT

CURRENT

No Action Required

No Action Required

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Outcome to Date is equal to  RECOVERED for RIGHT SHOULDER SWELLING but Resolved Date
and/or Time are missing.  Please reconcile.

Resolved Date and Time is missing and Ongoing is null for Adverse Event <RIGHT SHOULDER
SWELLING>.  Please either provide resolved date and time OR check Ongoing.

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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