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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:
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Data value
Data value with discrepancy























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























19.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF











































39.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF







40.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.U6.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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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R296077513

Page_09

P3880_0342

R4062 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

30-JUN-2009

09-OCT-2009

NEURALIGA RIGHT LOWER
EXTREMITY

YES

1

30-JUN-2009

03-SEP-2009

MUSCLE SPASM

2

21-JUN-2009

10-NOV-2009

<Row Deleted>

<Row Deleted>

<Row Deleted>

NO

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

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

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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R296077513

Page_09

P3880_0342

R4062 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

ANXIETY

3

13-JUL-2009

01-OCT-2009

BACK PAIN

4

03-SEP-2009

11-OCT-2009

DYSPEPSIA

5

23-JUL-2009

23-JUL-2009

<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>

<Row Deleted>

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

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

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

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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R296077513

Page_09

P3880_0342

R4062 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Ongoing

Sequence Number

6

6

6

MOOD DISTURBANCE

6

<Row Deleted>

<Row Deleted>

<Row Deleted>

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

10-MAR-2010 14:08:21

Kim Freschly

Kim Freschly

Kim Freschly

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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R260796713

Page_10

P3880_0342

R4062 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

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

2

14-OCT-2009 09:42:12

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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R260800913

Page_19

P3880_0342

R4062 Ip, Week 6
19

Eco Page number 19 Ip, Week 6

Section Header

DCM Blank flag

1

Y

N

15-JAN-2010 11:18:33

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 12:33:27 71Page

R288288313

Page_39

P3880_0342

R4062 Pcm
39

Pcm Page number 39 Pcm

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

G

GENITO URINARY SYSTEM
AND SEX HORMONES, G

G02

OTHER GYNECOLOGICALS,
G02

G02C

OTHER GYNECOLOGICALS,
G02C

G02CC

ANTIINFLAMMATORY
PRODUCTS FOR VAGINAL
ADMINISTRAT., G02CC

LEG PAIN

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

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

M01AE

PROPIONIC ACID
DERIVATIVES, M01AE

NEURALGIA RIGHT LEG

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

23-APR-2010 12:51:35

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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R288289013

Page_40

P3880_0342

R4062 Ae
40

Ae Page number 40 Ae

AE1

Resolved Date

Resolved Time

Resolved Time

1

1

1

09-OCT-2009

2200

UNK

20-NOV-2009

UNK

2200

10-MAR-2010 14:10:07

10-MAR-2010 14:11:03

17-MAR-2010 09:19:40

Kim Freschly

Kim Freschly

Lana Glaser

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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R288290513

Page_40

P3880_0342

R4062 Ae.6

Ae Page number 40 Ae.6

AE1

Resolved Time

1

0200

1200

01-MAR-2010 11:59:58

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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R260800913

P3880_0342 R40621789620213

IP, WEEK 6

ECO 19PAGE_19

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

Please add data

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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R288288313

P3880_0342 R4062111316311

PCM

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NEURALGIA RIGHT LEG

Please update indication to 'Neuralgia Right Leg' to match adverse event term.

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:
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R288289013

P3880_0342 R406278077611

AE

AE 40PAGE_40

Resolved Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20091120

Per conmed page, subject used aleve for leg pain until 20Nov09, however AE ended 09Oct09.
 Pls review.

Source correction needed

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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Deleted CRFs Report




