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All statuses
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All statuses

Report Parameters

Abc 123

Site:

Discrepancy status choice:

Approval status choice:

Verification status choice:
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The data contained in this report is current at the time of printing (time as shown above)
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Starting patient:

Ending patient:
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09.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





10.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details 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





















29.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







31.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

Click here to navigate to discrepancy details for this CRF





33.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





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





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.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







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 discrepancy details for this CRF









43.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Audit History Report

This section lists audited data that meets the parameters set when the report was run. It may not include all of the audited
data in a particular CRF. Refer to the documentation for a complete description of the parameters that can affect this report.
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R253407613

Page_09

CDB_001

R1021 Screening
09

Mh Page number 9 Screening

DTE

MH1

Date

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Does the subject
have any
relevant medic

Does the subject
have any
relevant medic

Ongoing

Sequence Number

1

1

1

1

1

1

1

1

28MAY20009

NO

29-MAY-2009

00-MAY-2001

LOW BACK PAIN

NO

YES

CHECKED

1

17-JUN-2009 14:19:34

14-APR-2010 11:25:41

14-APR-2010 11:25:41

14-APR-2010 11:25:41

17-JUN-2009 14:19:49

14-APR-2010 11:25:41

14-APR-2010 11:25:41

14-APR-2010 11:25:41

Rossana Matos

Christina Breedlove

Christina Breedlove

Christina Breedlove

Rossana Matos

Christina Breedlove

Christina Breedlove

Christina Breedlove

addendum to
medical history

Pass1

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Investigator
Correction

Row Inserted

Row Inserted

1

2

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group #

Group #

Group Name

Group Name

Field

Field

Row

Row

Changed From

Changed From

Changed To

Changed To

Impact on
resequence

Impact on
resequence

On

On

By

By

Reason

Reason

Comment

Comment
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R253407713

Page_10

CDB_001

R1021 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Attempted to
quit (Nicotine
Replacement) (2)

Attempted to
quit (Other
cessation aids)
(4)

Average number
of cigarettes
smoked per (2)

Comments (NRT)
(4)

Comments (other
cessation aids)
(6)

If Yes, how many
(nicotine
replacement) (3)

If Yes, how many
(other cessation
aids) (5)

1

1

1

1

1

1

1

NO

YES

15

SMOKING PATCHES

1

YES

NO

20

PATCHES

1

05-MAR-2010 15:01:23

05-MAR-2010 15:01:23

15-OCT-2009 13:35:01

05-MAR-2010 15:01:23

05-MAR-2010 15:01:23

05-MAR-2010 15:01:23

05-MAR-2010 15:01:23

Christina Breedlove

Christina Breedlove

Rossana Matos

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

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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R253408513

Page_16

CDB_001

R1021 Sptp, Weeks 1-4
16

Status Review Page number 16 Sptp, Weeks 1-4

CHKYN

Was Subject's
use of study
product revie
(3)
1

NO

YES

15-OCT-2009 14:01:26

Sharon Daly

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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R253408513

Page_16

CDB_001

R1021 Sptp, Weeks 1-4
16

Status Review Page number 16.1 Sptp, Weeks 1-4

CHKYN

Date

Date

Date

Date

Was Behavioral
Counseling Given
(6)

1

1

1

1

1

22-JUN-2009

23-JUN-2009

22-JUN-2009

21-JUN-2009

23-JUN-2009

22-JUN-2009

21-JUN-2009

22-JUN-2009

YES

22-JUN-2009 13:33:04

22-JUN-2009 13:33:44

22-JUN-2009 13:35:10

22-JUN-2009 13:35:41

22-JUN-2009 13:33:59

Rossana Matos

Rossana Matos

Rossana Matos

Rossana Matos

Rossana Matos

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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R253408513

Page_16

CDB_001

R1021 Sptp, Weeks 1-4
16

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

Section Header

CHKYN

DCM Blank flag

DCM Blank flag

Was Subject's
use of study
product revie
(3)

1

1

1

N

Y

NO

Y

N

YES

22-JUN-2009 13:30:50

02-JUL-2009 13:55:17

15-OCT-2009 14:02:21

Rossana Matos

Rossana Matos

Sharon Daly

Key Change

Data Entry Error

Data Entry Error

0

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group #

Group #

Group Name

Group Name

Field

Field

Row

Row

Changed From

Changed From

Changed To

Changed To

Impact on
resequence

Impact on
resequence

On

On

By

By

Reason

Reason

Comment

Comment
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R253408513

Page_16

CDB_001

R1021 Sptp, Weeks 1-4
16

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

Section Header

CHKYN

DCM Blank flag

DCM Blank flag

Was Subject's
use of study
product revie
(3)

1

1

1

N

Y

NO

Y

N

YES

22-JUN-2009 13:30:50

02-JUL-2009 13:55:17

15-OCT-2009 14:03:41

Rossana Matos

Rossana Matos

Sharon Daly

Key Change

Data Entry Error

Data Entry Error

0

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group #

Group #

Group Name

Group Name

Field

Field

Row

Row

Changed From

Changed From

Changed To

Changed To

Impact on
resequence

Impact on
resequence

On

On

By

By

Reason

Reason

Comment

Comment
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R258582313

Page_20

CDB_001

R1021 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

Was Subject
compliant (4)
1

YES

NO

23-JUL-2009 15:20:33

Sharon Daly

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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R271393613

Page_29

CDB_001

R1021 Ip, Week 16
29

Pe Page number 29 Ip, Week 16

MH1

Does the subject
have any
abnormal findi

Findings

Sequence Number

1

1

1

YES

TATTOO LOWER ABDOMEN

1

NO

02-DEC-2009 14:43:32

02-DEC-2009 14:43:32

02-DEC-2009 14:43:32

Sharon Daly

Sharon Daly

Sharon Daly

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

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R271393913

Page_31

CDB_001

R1021 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

If Subject was
not compliant,
approximat (5)
1

35-56

35

02-DEC-2009 14:45:54

Sharon Daly

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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R277163613

Page_32

CDB_001

R1021 Fu, Week 20 & 24
32

Status Review Page number 32 Fu, Week 20 & 24

CHKYN

Date

1

29-OCT-2009

26-OCT-2009

10-FEB-2010 18:15:06

Christina Breedlove

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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R277163613

Page_32

CDB_001

R1021 Fu, Week 20 & 24
32

Status Review Page number 32.1 Fu, Week 20 & 24

Section Header

DCM Blank flag

1

Y

N

19-NOV-2009 16:20:14

Sharon Daly

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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R253672413

Page_39

CDB_001

R1021 Pcm
39

Pcm Page number 39 Pcm

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

Drug Modified
Reported Term

Drug name

Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

1

DIET PILL,OTC WATER PILL

DIET PILL,OTC WATER PILL

C

CARDIOVASCULAR SYSTEM, C

C03

DIURETICS, C03

DIET PILL, OTC WATER
PILL

DIET PILL, OTC WATER
PILL

DIURETICS

90015301001

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

20-APR-2010 11:29:16

09-APR-2010 11:55:46

26-APR-2010 10:36:00

26-APR-2010 10:36:00

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Obvious
correction.  JLM
09Apr2010

Data Change

Data Change

Data Change

Data Change

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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R277166713

Page_39

CDB_001

R1021 Pcm.1

Pcm Page number 39 Pcm.1

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Unit

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

GRAM

N

NERVOUS SYSTEM, N

N02

ANALGESICS, N02

N02B

OTHER ANALGESICS AND
ANTIPYRETICS, N02B

N02BA

SALICYLIC ACID AND
DERIVATIVES, N02BA

MILLIGRAMS

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

11-FEB-2010 15:22:29

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Christina Breedlove

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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R277192113

Page_39

CDB_001

R1021 Pcm.2

Pcm Page number 39 Pcm.2

CM1

Stop Date

1

24-SEP-2009

21-SEP-2009

11-FEB-2010 15:25:19

Christina Breedlove

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment



Report run by Brian Saari at 06-MAR-2013 12:27:07 86Page

R282819913

Page_39

CDB_001

R1021 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

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

1

1

1

N

NERVOUS SYSTEM, N

N02

ANALGESICS, N02

N02B

OTHER ANALGESICS AND
ANTIPYRETICS, N02B

N02BE

ANILIDES, N02BE

PARACETAMOL

00020001001

TYLENOL EXTRA STRENGTH

00020001461

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Class. Change

Class. Change

Class. Change

Class. Change

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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R282820113

Page_40

CDB_001

R1021 Ae.1

Ae Page number 40 Ae.1

AE1

Resolved Time

1

0000

UNK

11-FEB-2010 15:16:35

Christina Breedlove

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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R253668013

Page_43

CDB_001

R1021 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Body Temperature

Respiratory Rate

1

1

NA

NA

ND

ND

25-FEB-2010 13:37:42

25-FEB-2010 13:37:42

Christina Breedlove

Christina Breedlove

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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R253407713

CDB_001

CDB_001

R1021

R1021

1717614813

78500511

SCREENING

SCREENING

SMOKING HISTORY

SMOKING HISTORY

10

10

PAGE_10

PAGE_10

Average number of cigarettes smoked per

Comments (other cessation aids)

1

1

CURRENT

CURRENT

Confirmed

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

20

Please verify per source range given, highest number should be entered.

Please clarify the term smoking patches. If this is a nicotine patch, it should be
removed from this section and added to the NRT section.

per query

Discrepancy Detail Report
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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R253408513

CDB_001 R10211717615413

SPTP, WEEKS 1-4

STATUS REVIEW 16PAGE_16

Was Subject's use of study product revie 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

YES

Please verify per source

reviewed

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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R253408513

CDB_001 R10211717615513

SPTP, WEEKS 1-4

STATUS REVIEW 16APAGE_16

Was Subject's use of study product revie 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

YES

Please verify per source

reviewed

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 06-MAR-2013 12:27:07 92Page

R253408513

CDB_001 R10211717615613

SPTP, WEEKS 1-4

STATUS REVIEW 16BPAGE_16

Was Subject's use of study product revie 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

YES

Please verify per source

reviewed

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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R271393613

CDB_001

CDB_001

CDB_001

CDB_001

R1021

R1021

R1021

R1021

1789617113

6042311

6042411

6042111

IP, WEEK 16

IP, WEEK 16

IP, WEEK 16

IP, WEEK 16

PE

PE

PE

PE

29

29

29

29

PAGE_29

PAGE_29

PAGE_29

PAGE_29

Does the subject have any abnormal findi

Findings

Findings

Sequence Number

1

1

1

1

CURRENT

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

UNIVARIATE

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

NO

Please verify entry and relevant and answer should be no.

Value for Findings has not been supplied

verified

Document #:

Discrepancy ID:

Discrepancy ID:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

Visit:

Visit:

CRF:

CRF:

CRF:

CRF:

Field:

Field:

Field:

Field:

Value Text:

Value Text:

Value Text:

Value Text:

Type:

Type:

Type:

Type:

Review Status:

Review Status:

Review Status:

Review Status:

Discrepancy:

Discrepancy:
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CDB_001

CDB_001

R1021

R1021

6042211

20547411

IP, WEEK 16

IP, WEEK 16

PE

PE

29

29

PAGE_29

PAGE_29

Sequence Number 1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

No Action Required

UNIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Value for Sequence Number has not been supplied

Response is No for 'Does the subject have any abnormal findings?'' but data is present.
Please reconcile.

answer is no, data is not present on SD
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CRF:
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Field:

Value Text:
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IP, WEEK 16

STATUS REVIEW 31PAGE_31

If Subject was not compliant, approximat 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

35

Please verify per guidelines average should be taken from diary.  Please verify should be
35.

35
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FU, WEEK 20 & 2

STATUS REVIEW 32PAGE_32

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20091026

Please verify date per source.
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58651711

1789617713

FU, WEEK 20 & 2

FU, WEEK 20 & 2

STATUS REVIEW

STATUS REVIEW

32.1

32.1

PAGE_32

PAGE_32

If Subject was not compliant, approximat 1

CURRENT

CURRENT

No Action Required

Data value changed. Disc no longer applicable.

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

21

Please verify per diary source.

Please add week 24 information once completed.

added

CRA error.
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FU, WEEK 28

VS 33PAGE_33

Body Temperature 1

CURRENT

Confirmed

UNIVARIATE

Resolved-Response Edited

38.6

Value of 38.6 for Body Temperature above expected maximum of 38.0

actual temp was 38.6. temp was not retaken in error.
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PCM.1

PCM 39PAGE_39

Unit 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

MILLIGRAMS

Please verify per source units not documented.
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PCM.2

PCM 39PAGE_39

Stop Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090921

Please verify stop date per source.
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PCM.4

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

BACK PAIN

Please verify adding MH of back pain.

addendum to medical history

Verified.  JLM 19Apr2010
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AE.1
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AE.1

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Resolved Time 1

CURRENT

CURRENT

CURRENT

Confirmed

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

UNK

Please verify time should be UNK.

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

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

Confirmed AE of 'Headache" Resolved on "05/Aug/2009" and  Resolved time is "unknown"

Confirmed AE of 'Headache" Resolved on "05/Aug/2009" and  Resolved time is "unknown"
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AE.2

AE 40PAGE_40

Adverse Event 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

LOW BACK PAIN

There is currently a MH of Low Back Pain.  Please verify this is a worsening of
condition.  If not, please verify removing AE.

Confirmed AE of "low back pain" is a worsening condition.

Verified.  JLM 23Apr2010
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