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Abc 123

Abc 123

P3880_0342

All statuses

All statuses

R4072

R4072

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























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









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



















33.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







35.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





36.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





37.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





38.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 discrepancy details 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.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

Click here to navigate to discrepancy details 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
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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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R288475713

Page_09

P3880_0342

R4072 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

1

2

6

6

6

6

6

6

6

6

6

6

HEARTBURN

BPH

27-JUL-2009

HYPERTRIGLYCERIDEMIA

CHECKED

6

OCCASIONAL HEARTBURN

BENIGN PROSTATE
HYPERTROPHY

27-JUL-2009

<Row Deleted>

<Row Deleted>

HYPERTRIGLYCERIDEMIA

<Row Deleted>

CHECKED

<Row Deleted>

6

<Row Deleted>

11-MAR-2010 16:36:57

23-MAR-2010 10:35:09

11-MAR-2010 16:36:57

26-MAR-2010 15:32:59

11-MAR-2010 16:36:57

26-MAR-2010 15:32:59

11-MAR-2010 16:36:57

26-MAR-2010 15:32:59

11-MAR-2010 16:36:57

26-MAR-2010 15:32:59

11-MAR-2010 16:36:57

26-MAR-2010 15:32:59

Kim Freschly

Kim Freschly

Kim Freschly

Lana Glaser

Kim Freschly

Lana Glaser

Kim Freschly

Lana Glaser

Kim Freschly

Lana Glaser

Kim Freschly

Lana Glaser

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

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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R268217013

Page_10

P3880_0342

R4072 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

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

UNK

18-JAN-2010 12:38:06

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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R288476113

Page_25

P3880_0342

R4072 Ip, Week 13
25

Status Review Page number 25 Ip, Week 13

CHKYN

Date

1

23-SEP-2009

25-SEP-2009

11-MAR-2010 16:39:03

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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R288479113

Page_33

P3880_0342

R4072 Fu, Week 28
33

Vs Page number 33 Fu, Week 28

VS

Date

1

09-JAN-2010

08-JAN-2010

11-MAR-2010 16:39:45

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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R288479913

Page_35

P3880_0342

R4072 Fu, Week 28
35

Oral Health Exam Page number 35 Fu, Week 28

EX1

Date

Date

Date

1

2

3

09-JAN-2010

09-JAN-2010

09-JAN-2010

08-JAN-2010

08-JAN-2010

08-JAN-2010

11-MAR-2010 16:40:17

11-MAR-2010 16:40:17

11-MAR-2010 16:40:17

Kim Freschly

Kim Freschly

Kim Freschly

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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R288480113

Page_36

P3880_0342

R4072 Fu, Week 28
36

Pe Page number 36 Fu, Week 28

DTE

Date

1

09-JAN-2010

08-JAN-2010

11-MAR-2010 16:41:31

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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R288480213

Page_37

P3880_0342

R4072 Fu, Week 28
37

Eco Page number 37 Fu, Week 28

EX1

Date

1

09-JAN-2010

08-JAN-2010

11-MAR-2010 16:42:36

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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R288480213

Page_37

P3880_0342

R4072 Fu, Week 28
37

Behavioral Coun Page number 37 Fu, Week 28

EX1

Date

1

09-JAN-2010

08-JAN-2010

11-MAR-2010 16:42:36

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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R288480213

Page_37

P3880_0342

R4072 Fu, Week 28
37

Questionnaires Page number 37 Fu, Week 28

EX1

Date

1

09-JAN-2010

08-JAN-2010

11-MAR-2010 16:42:36

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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R288480313

Page_38

P3880_0342

R4072 Fu, Week 28
38

Status Review Page number 38 Fu, Week 28

CHKYN

Date

1

09-JAN-2010

08-JAN-2010

12-MAR-2010 08:36:05

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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R288481213

Page_39

P3880_0342

R4072 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

Indication

Indication

Preferred Term

Preferred Term
Code

Trade Name

1

1

1

1

1

1

1

1

1

1

1

1

1

BPH

BENIGN PROSTETIC
HYPERTROPHY

G

GENITO URINARY SYSTEM
AND SEX HORMONES, G

G04

UROLOGICALS, G04

G04C

DRUGS USED IN BENIGN
PROSTATIC HYPERTROPHY,
G04C

G04CA

ALPHA-ADRENORECEPTOR
ANTAGONISTS, G04CA

BENIGN PROSTETIC
HYPERTROPHY

BENIGN PROSTATIC
HYPERTROPHY

TAMSULOSIN HYDROCHLORIDE

01280302001

FLOMAX /01280302/

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 10:24:11

21-APR-2010 10:43:07

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

Lana Glaser

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Obvious spelling
error.  JLM
21Apr2010

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Data Entry Error

ODM/SEC

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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R288481213

Page_39

P3880_0342

R4072 Pcm.1

Pcm Page number 39 Pcm.1

CM1

Trade Name Code

1 01280302013

26-APR-2010 10:36:00

Carol Kraucyk

Class. Change

1

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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R288481913

Page_39

P3880_0342

R4072 Pcm.4

Pcm Page number 39 Pcm.4

CM1

Start Date

1

052009

00-MAY-2009

18-JAN-2010 13:10:22

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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R288482313

Page_39

P3880_0342

R4072 Pcm.5

Pcm Page number 39 Pcm.5

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

SPETRAVITE

SPETRAVITE

V

VARIOUS, V

V07

ALL OTHER NON-
THERAPEUTIC PRODUCTS,
V07

V07A

ALL OTHER NON-
THERAPEUTIC PRODUCTS,
V07A

SPECTRAVITE

SPECTRAVITE

ALL OTHER NON-
THERAPEUTIC PRODUCTS

90047501001

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

20-APR-2010 11:29:16

12-APR-2010 12:04:12

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

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Obvious spelling
correction.  JLM
12Apr2010

Data Change

Data Change

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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R288482913

Page_39

P3880_0342

R4072 Pcm.6

Pcm Page number 39 Pcm.6

CM1

Indication

Indication

1

1

ELEVATED TRIGLYCERIDES

HYPERTRIGLYCERIDEMIIA

HYPERTRIGLYCERIDEMIIA

HYPERTRIGLYCERDEMIA

23-APR-2010 12:52:13

26-APR-2010 10:12:45

Lana Glaser

Joanne Mccaigue Obvious spelling
correction.  JLM
26Apr2010

Data Entry Error

ODM/SEC

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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R288485413

Page_46

P3880_0342

R4072 Study Competion
46

Ds Page number 46 Study Competion

DS

Date the subject
completed OR
withdrew f
1

09-JAN-2010

08-JAN-2010

11-MAR-2010 16:47:16

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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R268217013

P3880_0342 R40721790293513

SCREENING

SMOKING HISTORY 10PAGE_10

If yes, how many (other attempts to quit 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

UNK

Please enter UNK if possible

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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R288475713

P3880_0342

P3880_0342

R4072

R4072

82836011

88734811

SCREENING

SCREENING

MH

MH

9

9

PAGE_09

PAGE_09

Diagnosis/Procedure

Diagnosis/Procedure

1

2

CURRENT

CURRENT

Confirmed

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

OCCASIONAL HEARTBURN

BENIGN PROSTATE HYPERTROPHY

Please specify "occassional" per source and data management guidance

Please update diagnosis to full text rather than abbreviation (BPH).

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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R268220313

P3880_0342 R40721790294213

IP, WEEK 10

VS 22PAGE_22

Weight 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

167.4

Please clarify source

SM to clarify weight is captured in KG and convert to lbs

comment added to source

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 11:22:32 93Page

R288476113

P3880_0342 R407282856711

IP, WEEK 13

STATUS REVIEW 25PAGE_25

Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090925

Please verify date should be "25" per source.

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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R288479113

P3880_0342 R407282857711

FU, WEEK 28

VS 33PAGE_33

Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20100108

Please verify date of visit is 08 JAN 2010.

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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R288479913

P3880_0342

P3880_0342

P3880_0342

R4072

R4072

R4072

82857811

82857911

82858111

FU, WEEK 28

FU, WEEK 28

FU, WEEK 28

ORAL HEALTH EXA

ORAL HEALTH EXA

ORAL HEALTH EXA

35

35

35

PAGE_35

PAGE_35

PAGE_35

Date

Date

Date

1

2

3

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

Confirmed

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

20100108

20100108

20100108

Please verify date is 08 JAN 2010.

Please verify date should be 08 JAN 2010.

Please verify date should be 08 JAN 2010.

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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R288480113

P3880_0342 R407282858411

FU, WEEK 28

PE 36PAGE_36

Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20100108

Please verify date should be 08 JAN 2010.

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 11:22:32 97Page

R288480213

P3880_0342 R407282858611

FU, WEEK 28

ECO 37PAGE_37

Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20100108

Please verify date should be 08 JAN 2010.

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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R288480213

P3880_0342 R407282858711

FU, WEEK 28

BEHAVIORAL COUN 37PAGE_37

Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20100108

Please verify date should be 08 JAN 2010.

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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R288480313

P3880_0342 R407282857611

FU, WEEK 28

STATUS REVIEW 38PAGE_38

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20100108

Please verify date of last visit is 08 JAN 2010.

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:
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PCM
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Start Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

2006

According to medical history, neuropathy began on 20Mar2009.  Please reconcile dates.

dates are confirmed as is per subject

Verified.  JLM 21Apr2010
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PCM.1
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Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

BENIGN PROSTATIC HYPERTROPHY

Please spell out 'BPH.'

Verified.  JLM 21Apr2010
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PCM.6

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

HYPERTRIGLYCERDEMIA

Please update to 'Hypertriglycerdemia' to match adverse event term.

Verified.  JLM 26Apr2010
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STUDY COMPETION
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Date the subject completed OR withdrew f 1
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Confirmed

MANUAL

Resolved-Response Edited

20100108

Please verify date should be 08 JAN 2010.
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