
   

CRF Report for Study E7694105
Report run by Brian Saari at 05-MAR-2013 11:54:09

Abc 123

Abc 123

P3880_0342

All statuses

All statuses

R4096

R4096

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

Click here to navigate to discrepancy details for this CRF





06.LINKS

Links to Discrepancy and Audit Sections

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.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





























22.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF







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

Click here to navigate to discrepancy details for this CRF

















32.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

















39.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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

Click here to navigate to discrepancy details for this CRF





39.1.U5.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.U6.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.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





39.1.U8.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.U9.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.U10.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.U11.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.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





40.U2.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U3.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

















46.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



Report run by Brian Saari at 05-MAR-2013 11:54:13 88Page



Report run by Brian Saari at 05-MAR-2013 11:54:13 89Page

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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R271515713

Page_05

P3880_0342

R4096 Screening
05

Bm Page number 5 Screening

BM

Date

1

27-OCT-1983

26-JUN-2009

03-MAR-2010 14:16:44

Kim Freschly

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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R296689313

Page_09

P3880_0342

R4096 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Does the subject
have any
relevant medic

Does the subject
have any
relevant medic

Ongoing

Ongoing

Sequence Number

Sequence Number

Date of Onset

1

1

1

1

1

1

1

1

1

1

1

1

2

23-JUN-2009

08-JAN-2010

CONTACT DERMATITIS

YES

NO

1

26-JUL-2009

<Row Deleted>

23-JUN-2009

<Row Deleted>

08-JAN-2010

<Row Deleted>

CONTACT DERMATITIS

NO

YES

<Row Deleted>

<Row Deleted>

1

<Row Deleted>

11-MAR-2010 14:00:31

26-APR-2010 13:07:23

11-MAR-2010 14:00:31

26-APR-2010 13:07:23

11-MAR-2010 14:00:31

26-APR-2010 13:07:23

11-MAR-2010 14:00:31

26-APR-2010 13:07:23

11-MAR-2010 14:00:31

26-APR-2010 13:07:23

11-MAR-2010 14:00:31

26-APR-2010 13:07:23

11-MAR-2010 14:00:31

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

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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R296689313

Page_09

P3880_0342

R4096 Screening
09

Mh Page number 9 Screening

MH1

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

Diagnosis/Proced
ure

Ongoing

Sequence Number

2

2

2

2

3

3

3

3

3

4

4

4

4

4

03-AUG-2009

VIRAL UPPER RESPIRATORY
INFECTION

2

19-AUG-2009

02-SEP-2009

NEURALGIA

3

21-JUL-2009

23-JUL-2009

ANKLE SPRAIN

4

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

11-MAR-2010 14:00:31

11-MAR-2010 14:00:31

11-MAR-2010 14:00:31

11-MAR-2010 14:00:31

11-MAR-2010 14:00:31

11-MAR-2010 14:00:31

11-MAR-2010 14:00:31

11-MAR-2010 14:00:31

11-MAR-2010 14:00:31

11-MAR-2010 14:00:31

11-MAR-2010 14:00:31

11-MAR-2010 14:00:31

11-MAR-2010 14:00:31

11-MAR-2010 14:00:31

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

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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R271516613

Page_10

P3880_0342

R4096 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

If yes, how many
(other attempts
to quit (6)
1

5

11-MAR-2010 13:56:44

Kim Freschly

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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R271518313

Page_24

P3880_0342

R4096 Ip, Week 10
24

Status Review Page number 24 Ip, Week 10

CHKYN

If Subject was
not compliant,
approximat (5)
1

49

03-MAR-2010 14:21:47

Kim Freschly

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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R296690113

Page_25

P3880_0342

R4096 Ip, Week 13
25

Status Review Page number 25 Ip, Week 13

CHKYN

If Subject was
not compliant,
approximat (5)
1

10

70

15-MAR-2010 09:42:00

Lana Glaser

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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R296691013

Page_32

P3880_0342

R4096 Fu, Week 20 & 24
32

CRF Header

DCI Blank Flag

1

N

Y

16-MAR-2010 12:02:08

Lana Glaser

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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R271518513

Page_39

P3880_0342

R4096 Pcm
39

Pcm Page number 39 Pcm

CM1

Indication

1

BIRTH CONTROL

CONTRACEPTION

25-SEP-2009 09:16:37

Kim Freschly

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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R271518813

Page_39

P3880_0342

R4096 Pcm.2

Pcm Page number 39 Pcm.2

CM1

Indication

1

SKIN RASH

CONTACT DERMATITIS

15-MAR-2010 09:46:12

Lana Glaser

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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R271518913

Page_39

P3880_0342

R4096 Pcm.3

Pcm Page number 39 Pcm.3

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Indication

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

NASAL CONGESTION

N

NERVOUS SYSTEM, N

N02

ANALGESICS, N02

N02B

OTHER ANALGESICS AND
ANTIPYRETICS, N02B

N02BA

SALICYLIC ACID AND
DERIVATIVES, N02BA

INFLUENZA

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

15-MAR-2010 09:46:47

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Lana Glaser

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

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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R271519113

Page_39

P3880_0342

R4096 Pcm.4

Pcm Page number 39 Pcm.4

CM1

Indication

1

HEAD COLD

INFLUENZA

15-MAR-2010 09:48:14

Lana Glaser

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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R271519213

Page_39

P3880_0342

R4096 Pcm.5

Pcm Page number 39 Pcm.5

CM1

Indication

1

NASAL CONGESTION

INFLUENZA

15-MAR-2010 09:48:36

Lana Glaser

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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R271519313

Page_39

P3880_0342

R4096 Pcm.6

Pcm Page number 39 Pcm.6

CM1

Indication

1

NASAL CONGESTION

INFLUENZA

16-MAR-2010 11:13:59

Lana Glaser

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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R271519513

Page_39

P3880_0342

R4096 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

Indication

1

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

SKIN RASH

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

CONTACT DERMATITIS

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

16-MAR-2010 11:14:45

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Lana Glaser

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

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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R271519713

Page_39

P3880_0342

R4096 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

Drug Modified
Reported Term

Drug name

Frequency

Indication

Indication

Preferred Term

1

1

1

1

1

1

1

1

1

1

1

1

1

1

GADATENIN

GADATENIN

OTHER

PAIN-MEDIAN NERVE

NEURALGIA LOWER
EXTREMITIES

N

NERVOUS SYSTEM, N

N02

ANALGESICS, N02

N02B

OTHER ANALGESICS AND
ANTIPYRETICS, N02B

N02BG

OTHER ANALGESICS AND
ANTIPYRETICS, N02BG

GABAPENTIN

GABAPENTIN

EVERY DAY

NEURALGIA LOWER
EXTREMITIES

NEURALGIA UPPER
EXTREMITIES

GABAPENTIN

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

20-APR-2010 11:29:16

14-APR-2010 09:10:08

13-APR-2010 10:40:42

16-MAR-2010 11:15:21

13-APR-2010 10:35:49

20-APR-2010 11:39:56

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Carol Kraucyk

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Entry Error

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

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R271519713

Page_39

P3880_0342

R4096 Pcm.8

Pcm Page number 39 Pcm.8

CM1

Preferred Term
Code

Stop Date

other, specify
(frequency)

1

1

1

02-SEP-2009

QD X 7 DAYS; TID X 3
WEEKS

01003001001

25-AUG-2009

20-APR-2010 11:39:56

13-APR-2010 10:40:42

14-APR-2010 09:09:48

Carol Kraucyk

Lana Glaser

Lana Glaser

Data 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



Report run by Brian Saari at 05-MAR-2013 11:54:13 106Page

R271520513

Page_39

P3880_0342

R4096 Pcm.9

Pcm Page number 39 Pcm.9

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Indication

1

1

1

1

1

1

1

1

1

D

DERMATOLOGICALS, D

D11

OTHER DERMATOLOGICAL
PREPARATIONS, D11

D11A

OTHER DERMATOLOGICAL
PREPARATIONS, D11A

D11AX

OTHER DERMATOLOGICALS,
D11AX

PAIN

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

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

M01AB

ACETIC ACID DERIVATIVES
AND RELATED SUBSTANCES,
M01AB

NEURALGIA UPPER
EXTREMITIES

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

14-APR-2010 09:06:43

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Lana Glaser

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

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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R271521513

Page_39

P3880_0342

R4096 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

Stop Date

1

1

1

1

1

1

1

1

1

G

GENITO URINARY SYSTEM
AND SEX HORMONES, G

G02

OTHER GYNECOLOGICALS,
G02

G02C

OTHER GYNECOLOGICALS,
G02C

G02CC

ANTIINFLAMMATORY
PRODUCTS FOR VAGINAL
ADMINISTRAT., G02CC

20-AUG-2009

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

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

M01AE

PROPIONIC ACID
DERIVATIVES, M01AE

23-JUL-2009

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

16-MAR-2010 11:17:22

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue
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1

1

1
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1

1

1

1

1

1

GAVAPENTIN

GADATENIN

GAVAPENTIN

N

NERVOUS SYSTEM, N

N02

ANALGESICS, N02

N02B

OTHER ANALGESICS AND
ANTIPYRETICS, N02B

N02BG

OTHER ANALGESICS AND
ANTIPYRETICS, N02BG

GABAPENTIN

GAVAPENTIN

GABAPENTIN

GABAPENTIN

01003001001
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Lana Glaser
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26Apr2010

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Entry Error

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



Report run by Brian Saari at 05-MAR-2013 11:54:13 109Page

R296691913

Page_40

P3880_0342

R4096 Ae
40

CRF Header

DCI Blank Flag

1

N

Y

26-APR-2010 08:08:18

Lana Glaser

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



Report run by Brian Saari at 05-MAR-2013 11:54:13 110Page

R296692213

Page_40

P3880_0342

R4096 Ae.1

Ae Page number 40 Ae.1

AE1
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1 OTHER DRUG
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Ae Page number 40 Ae.2

AE1
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1
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OTHER TREATMENT
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Contact Dermatitis was removed as AE due to being prior to randomization.  Please verify
if it should be added to MH.

added per PI

Verified.  JLM 26Apr2010

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:



Report run by Brian Saari at 05-MAR-2013 11:54:13 118Page

R271518013

P3880_0342 R40961760149613

IP, WEEK 10

VS 22PAGE_22

Heart Rate 1

CURRENT

Confirmed

UNIVARIATE

Resolved-Response Edited

49

Value of 49 for Heart Rate below expected minimum of 50

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:



Report run by Brian Saari at 05-MAR-2013 11:54:13 119Page

R271518313

P3880_0342 R409619343211

IP, WEEK 10

STATUS REVIEW 24PAGE_24

If Subject was not compliant, approximat 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

49

Please complete.  Information is on week 10 check-in Q.

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:



Report run by Brian Saari at 05-MAR-2013 11:54:13 120Page

R296690113

P3880_0342 R409684269011

IP, WEEK 13

STATUS REVIEW 25PAGE_25

If Subject was not compliant, approximat 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

70

Please verify 70 should be entered per source.
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Please verify should be "contact dermititis".
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Indication 1

CURRENT

Data value changed. Disc no longer applicable.
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Resolved-Response Edited

INFLUENZA

Please verify per source indication has been updated to influenza.
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Please verify per source indication has been updated to influenza.
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Data value changed. Disc no longer applicable.
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Please verify per source indication has been updated to influenza.
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Please update per additional source information (Influenza)
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Data value changed. Disc no longer applicable.
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Please match Ae verbatim - contact dermatitis
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PAGE_39
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CURRENT
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Data value changed. Disc no longer applicable.

Confirmed

MANUAL
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MANUAL

Resolved-Response Edited

Resolved-Response Edited
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GABAPENTIN

NEURALGIA UPPER EXTREMITIES

Please verify drug name/spelling.

Please match AE verbatim - neurologiic UE

Each separate frequency will need to be captured as a separate medication.  Please split
medication.

Verified.  JLM 21Apr2010

Verified.  JLM 21Apr2010
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AE states Neurolgia UPPER extremities.  Please reconcile.
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Indication 1
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NEURALGIA UPPER EXTREMITIES

There is not corresponding AE of 'Pain.'  Please reconcile.

Verified.  JLM 21Apr2010
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Please clarify stop date as related AE resolved on 23Jul09
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Please review stop date as ConMed was continued until 20Aug09
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Reason for withdrawal 1

CURRENT

Data value changed. Disc no longer applicable.
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OTHER

Please verify Week 28/Completion dates.  If correct, Week 28 assessments occurred outside
of the +/- 7 day window of the scheduled visit date. Please update Study Completion
Status to Other, specify. Specification should be: Subject completed but was out of
window.
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