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Abc 123

Abc 123

P3880_0342

All statuses

All statuses

R4024

R4024

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













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
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OverFlow Section For Document Number R251124713

WHITE AND AMERICAN INDIAN OR ALASKAN NATIVE1











09.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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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 audit history for this CRF

Click here to navigate to discrepancy details for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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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
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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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
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





37.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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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
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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
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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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R251119713

Page_04

P3880_0342

R4024 Screening
04

Elig Page number 4 Screening

IE

Category

Did the subject
meet all of the
inclusio

Exemption
Granted?

Explanation (1)

If Yes, Date
Granted

Inclusion/Exclus
ion No.

1

1

1

1

1

1

E

NO

YES

RENAL CELL KIDNEY
CANCER-2006

31-MAR-2009

5

<Row Deleted>

YES

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

06-NOV-2009 11:52:07

06-NOV-2009 11:52:07

06-NOV-2009 11:52:07

06-NOV-2009 11:52:07

06-NOV-2009 11:52:07

06-NOV-2009 11:52:07

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

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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R251126913

Page_09

P3880_0342

R4024 Screening
09

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

06-NOV-2009 11:48:54

06-NOV-2009 11:51:54

Kim Freschly

Kim Freschly

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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R251126913

Page_09

P3880_0342

R4024 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

00-00-1996

HEARTBURN

YES

CHECKED

1

00-00-2006

INSOMNIA

CHECKED

2

00-00-1996

05-JAN-2010 15:47:39

05-JAN-2010 15:47:39

05-JAN-2010 15:47:39

05-JAN-2010 15:47:39

05-JAN-2010 15:47:39

05-JAN-2010 15:47:39

05-JAN-2010 15:47:39

05-JAN-2010 15:47:39

05-JAN-2010 15:47:39

05-JAN-2010 15:47:39

05-JAN-2010 15:47:39

08-JUN-2009 10:29:35

08-JUN-2009 10:29:35

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

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

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R251126913

Page_09

P3880_0342

R4024 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Ongoing

Sequence Number

3

3

3

OCCASIONAL HEARTBURN

CHECKED

3

08-JUN-2009 10:29:35

08-JUN-2009 10:29:35

08-JUN-2009 10:29:35

Kim Freschly

Kim Freschly

Kim Freschly

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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R251127613

Page_10

P3880_0342

R4024 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Comments (other
attemps) (7)
1

UNKNOWN

06-NOV-2009 11:52:40

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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R251133413

Page_26

P3880_0342

R4024 Ip, Week 16
26

CRF Header

DCI Blank Flag

1

Y

N

19-JUN-2009 13:44:26

Kim Freschly

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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R251133413

Page_26

P3880_0342

R4024 Ip, Week 16
26

Vs Page number 26 Ip, Week 16

VS

Date

1

12-MAY-2009

13-MAY-2009

06-NOV-2009 11:54:09

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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R251133513

Page_27

P3880_0342

R4024 Ip, Week 16
27

CRF Header

DCI Blank Flag

1

Y

N

19-JUN-2009 13:45:17

Kim Freschly

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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R251133613

Page_28

P3880_0342

R4024 Ip, Week 16
28

CRF Header

DCI Blank Flag

1

Y

N

19-JUN-2009 13:45:43

Kim Freschly

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 13:24:14 82Page

R251133813

Page_29

P3880_0342

R4024 Ip, Week 16
29

CRF Header

DCI Blank Flag

1

Y

N

19-JUN-2009 13:47:09

Kim Freschly

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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R251133913

Page_30

P3880_0342

R4024 Ip, Week 16
30

CRF Header

DCI Blank Flag

1

Y

N

19-JUN-2009 13:48:04

Kim Freschly

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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R251134013

Page_31

P3880_0342

R4024 Ip, Week 16
31

CRF Header

DCI Blank Flag

1

Y

N

06-NOV-2009 11:55:12

Kim Freschly

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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R251134513

Page_33

P3880_0342

R4024 Fu, Week 28
33

CRF Header

DCI Blank Flag

1

N

Y

19-JUN-2009 13:48:46

Kim Freschly

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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R251134813

Page_34

P3880_0342

R4024 Fu, Week 28
34

CRF Header

DCI Blank Flag

1

N

Y

19-JUN-2009 13:48:57

Kim Freschly

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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R251135113

Page_35

P3880_0342

R4024 Fu, Week 28
35

CRF Header

DCI Blank Flag

1

N

Y

19-JUN-2009 13:49:03

Kim Freschly

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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R251135313

Page_36

P3880_0342

R4024 Fu, Week 28
36

CRF Header

DCI Blank Flag

1

N

Y

19-JUN-2009 13:49:11

Kim Freschly

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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R251135513

Page_37

P3880_0342

R4024 Fu, Week 28
37

CRF Header

DCI Blank Flag

1

N

Y

19-JUN-2009 13:49:24

Kim Freschly

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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R251135513

Page_37

P3880_0342

R4024 Fu, Week 28
37

Behavioral Coun Page number 37 Fu, Week 28

EX1

Result

1 YES

08-JUN-2009 10:24:39

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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R251136213

Page_38

P3880_0342

R4024 Fu, Week 28
38

CRF Header

DCI Blank Flag

1

N

Y

19-JUN-2009 13:49:38

Kim Freschly

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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R251139313

Page_39

P3880_0342

R4024 Pcm.1

Pcm Page number 39 Pcm.1

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

Drug Modified
Reported Term

Drug name

Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

1

1

1

ALLTREL

ALLTREL

V

VARIOUS, V

V07

ALL OTHER NON-
THERAPEUTIC PRODUCTS,
V07

V07A

ALL OTHER NON-
THERAPEUTIC PRODUCTS,
V07A

ALLTELL

ALLTELL

ALL OTHER NON-
THERAPEUTIC PRODUCTS

90047501001

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

20-APR-2010 11:29:16

13-APR-2010 11:06:09

26-APR-2010 14:24:56

26-APR-2010 14:24:56

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Carol Kraucyk

Lana Glaser

Joanne Mccaigue

Joanne Mccaigue

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Entry Error

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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R251140513

Page_39

P3880_0342

R4024 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

Frequency

Indication

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

other, specify
(frequency)

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

OTHER

SORE BACK MUSCLE

EVERY SIX HOURS

N

NERVOUS SYSTEM, N

N02

ANALGESICS, N02

N02A

OPIOIDS, N02A

N02AA

NATURAL OPIUM ALKALOIDS,
N02AA

FOUR TIMES DAILY

BACK PAIN

OXYCOCET

00867901001

PERCOCET /00867901/

00867901006

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

13-APR-2010 09:08:36

23-APR-2010 10:32:30

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

23-APR-2010 10:33:55

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Lana Glaser

Lana Glaser

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Lana Glaser

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Data Entry Error

Data Entry Error

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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R251119713

P3880_0342 R40241731029313

SCREENING

ELIG 4PAGE_04

Did the subject meet all of the inclusio 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

YES

Please indicate subject met all I/E.  The Exemption form used was for clarification
purposes and not a waiver of I/E criteria.

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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R251133413

P3880_0342 R40241731031013

IP, WEEK 16

VS 26PAGE_26

Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090513

Please review 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:



Report run by Brian Saari at 05-MAR-2013 13:24:14 96Page

R251133813

P3880_0342 R40241731031213

IP, WEEK 16

PE 29PAGE_29

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

Please complete

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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R251134013

P3880_0342 R40241731031413

IP, WEEK 16

STATUS REVIEW 31PAGE_31

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

Please complete for week 5 (Early termination)

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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R251134013

P3880_0342 R40241731031313

IP, WEEK 16

DIARY 31PAGE_31

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

Please complete information for week 5

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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R251139313

P3880_0342 R402499023011

PCM.1

PCM 39PAGE_39

Drug name 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

ALLTELL

Please verify this is the correct spelling of this medication.

Verified.  JLM 20Apr2010

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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R251140513

P3880_0342

P3880_0342

P3880_0342

P3880_0342

R4024

R4024

R4024

R4024

110585811

99023711

100168211

104393511

PCM.3

PCM.3

PCM.3

PCM.3

PCM

PCM

PCM

PCM

39

39

39

39

PAGE_39

PAGE_39

PAGE_39

PAGE_39

Indication

other, specify (frequency)

1

1

CURRENT

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

Confirmed

Confirmed

MANUAL

MANUAL

MANUAL HEADER

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

BACK PAIN

Please update to 'back pain' to match adverse event term.

Please verify if frequency would be better represented as 'four times daily.'

Please remove comment as other is not checked.

Please remove the specify.

changed

Please route query to DM

Verified.  JLM 26Apr2010

Verified.  JLM 20Apr2010

Verified.  JLM 26Apr2010

Verified.  JLM 26Apr2010

Document #:

Discrepancy ID:

Discrepancy ID:

Discrepancy ID:
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