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Abc 123

Abc 123

P3880_0342

All statuses

All statuses

R4094

R4094

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











09.OS.1

OverFlow Section For Document Number R296681313

CHRONIC EDEMA BILATERAL HANDS AND FEET1



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

















16.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF











20.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







34.OS.1

OverFlow Section For Document Number R296686113

DIFFICULT VENIPUNCTURE, UNABLE TO OBTAIN SUFFICIENT SPECIMEN1



34.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







39.1.U2.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

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

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



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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Page_05

P3880_0342

R4094 Screening
05

Dm Page number 5 Screening

DM

Gender

1

MALE

FEMALE

03-MAR-2010 12:44:14

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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Page_09

P3880_0342

R4094 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Date of Onset

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

Date of Onset

Date of Onset

Date of
Resolution

3

4

4

4

4

4

4

4

4

4

4

5

5

5

EDEMA

LEG CRAMPS

CHRONIC EDEMA BILATERAL
HANDS AND FEET

00-00-1999

LEG CRAMPS

CHRONIC LEG CRAMPS

CHECKED

4

00-00-1999

26-MAR-2010 10:46:44

15-MAR-2010 14:50:38

16-MAR-2010 10:03:29

15-MAR-2010 14:50:38

15-MAR-2010 14:50:38

16-MAR-2010 10:03:29

29-MAR-2010 13:58:19

15-MAR-2010 14:50:38

16-MAR-2010 10:03:29

15-MAR-2010 14:50:38

16-MAR-2010 10:03:29

22-MAR-2010 17:03:54

24-MAR-2010 09:31:56

22-MAR-2010 17:03:54

Lana Glaser

Laurie Rydstrom

Lana Glaser

Laurie Rydstrom

Laurie Rydstrom

Lana Glaser

Lana Glaser

Laurie Rydstrom

Lana Glaser

Laurie Rydstrom

Lana Glaser

Krysia Magnuson

Kim Freschly

Krysia Magnuson

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

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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Page_09

P3880_0342

R4094 Screening
09

Mh Page number 9 Screening

MH1

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Sequence Number

Sequence Number

5

5

5

5

5

5

00-00-1999

HYSTERECTOMY

5

24-MAR-2010 09:31:56

22-MAR-2010 17:03:54

24-MAR-2010 09:31:56

22-MAR-2010 17:03:54

22-MAR-2010 17:03:54

24-MAR-2010 09:31:56

Kim Freschly

Krysia Magnuson

Kim Freschly

Krysia Magnuson

Krysia Magnuson

Kim Freschly

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

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
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Page_10

P3880_0342

R4094 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Average number
of cigarettes
smoked per (2)
1

11

12

03-MAR-2010 12:46:20

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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Page_16

P3880_0342

R4094 Sptp, Weeks 1-4
16

Status Review Page number 16.1 Sptp, Weeks 1-4

Section Header

DCM Blank flag

1

N

Y

24-MAR-2010 09:35:06

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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Page_16

P3880_0342

R4094 Sptp, Weeks 1-4
16

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

CHKYN

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

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

1

1

YES

0

0

YES

24-MAR-2010 09:35:20

24-MAR-2010 09:35:38

Kim Freschly

Kim Freschly

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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Page_20

P3880_0342

R4094 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

If Subject was
not compliant,
approximat (5)

Was Subject
compliant (4)

1

1

28

NO

03-MAR-2010 13:21:59

03-MAR-2010 13:21:59

Kim Freschly

Kim Freschly

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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Page_32

P3880_0342

R4094 Fu, Week 20 & 24
32

Status Review Page number 32.1 Fu, Week 20 & 24

Section Header

DCM Blank flag

1

N

Y

24-MAR-2010 09:36:19

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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Page_34

P3880_0342

R4094 Fu, Week 28
34

Lb Page number 34 Fu, Week 28

LB

No (Specify
samples not
done, reason)/Co

Requisition
Number 1: (1)

Were there any
clinically
significant la
(1)

1

1

1

DIFFICULT VENIPUNCTURE,
UNABLE TO OBTAIN
SUFFICENT SPECIMEN

NA

NO

DIFFICULT VENIPUNCTURE,
UNABLE TO OBTAIN
SUFFICIENT SPECIMEN

15-MAR-2010 09:38:33

11-MAR-2010 13:54:35

11-MAR-2010 13:54:35

Lana Glaser

Kim Freschly

Kim Freschly

Data Entry Error

Investigator
Correction

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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Page_39

P3880_0342

R4094 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

D

DERMATOLOGICALS, D

D05

ANTIPSORIATICS, D05

D05B

ANTIPSORIATICS FOR
SYSTEMIC USE, D05B

D05BX

OTHER ANTIPSORIATICS FOR
SYSTEMIC USE, D05BX

RHUEMATOID ARTHRITIS

L

ANTINEOPLASTIC AND
IMMUNOMODULATING AGENTS,
L

L04

IMMUNOSUPPRESSANTS, L04

L04A

IMMUNOSUPPRESSANTS, L04A

L04AX

OTHER
IMMUNOSUPPRESSANTS,
L04AX

RHEUMATOID ARTHRITIS

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-SEP-2009 14:20:21

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Kim Freschly

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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Page_39

P3880_0342

R4094 Pcm.2

Pcm Page number 39 Pcm.2

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Drug Modified
Reported Term

Drug name

Preferred Term

Preferred Term
Code

Trade Name

1

1

1

1

1

1

1

1

1

1

1

1

1

TRIAMTERENE/HTZ

TRIAMTERENE/HTZ

C

CARDIOVASCULAR SYSTEM, C

C03

DIURETICS, C03

C03E

DIURETICS AND POTASSIUM-
SPARING AGENTS IN COMB,
C03E

C03EA

LOW-CEILING DIURETICS
AND POTASSIUM-SPARING
AGENTS, C03EA

TRIAMTERENE/HCTZ

TRIAMTERENE/HCTZ

DYAZIDE

00081101001

TRIAMTERENE/HCTZ

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

12-APR-2010 12:24:46

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Obvious spelling
correction.  JLM
12Apr2010

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

ODM/SEC

Data Change

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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Page_39

P3880_0342

R4094 Pcm.2

Pcm Page number 39 Pcm.2

CM1

Trade Name Code

1 00081101076

20-APR-2010 11:39:56

Carol Kraucyk

Data 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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Page_39

P3880_0342

R4094 Pcm.5

Pcm Page number 39 Pcm.5

CM1

Indication

1

SUPPLEMENT

SUPPLEMENT TO PREVENT
LEG CRAMPS

15-MAR-2010 09:39:14

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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Page_43

P3880_0342

R4094 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Actual Time

Body Temperature

Body Temperature
Unit

Comments (2)

Date

Diastolic Blood
Pressure

Diastolic Blood
Pressure unit

Heart Rate

Heart Rate Unit

Other, specify
(1)

Position
(Unscheduled)
(2)

Respiratory Rate

Respiratory Rate
Unit

1

1

1

1

1

1

1

1

1

1

1

1

1

0811

ND

C

28-OCT-2009

55

MMHG

ND

BEATS/MINUTE

SEATED

ND

BREATHS/MINUTE

15-MAR-2010 09:40:46

15-MAR-2010 09:40:46

15-MAR-2010 09:40:46

15-MAR-2010 09:40:46

15-MAR-2010 09:40:46

15-MAR-2010 09:40:46

15-MAR-2010 09:40:46

15-MAR-2010 09:40:46

15-MAR-2010 09:40:46

15-MAR-2010 09:40:46

15-MAR-2010 09:40:46

15-MAR-2010 09:40:46

15-MAR-2010 09:40:46

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

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

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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Page_43

P3880_0342

R4094 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Systolic Blood
Pressure

Systolic Blood
Pressure unit

Were Vital Signs
Collected/Were
any addi (1)

1

1

1

NO

110

MMHG

YES

15-MAR-2010 09:40:46

15-MAR-2010 09:40:46

15-MAR-2010 09:40:46

Lana Glaser

Lana Glaser

Lana Glaser

Row Inserted

Row Inserted

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
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Page_46

P3880_0342

R4094 Study Competion
46

Ds Page number 46 Study Competion

DS

Other specify
(2)

Reason for
withdrawal

1

1

NA

SUBJECT COMPLETED BUT
WAS OUT OF WINDOW

OTHER

24-MAR-2010 09:37:00

24-MAR-2010 09:37:00

Kim Freschly

Kim Freschly

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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P3880_0342 R409419333711

SCREENING

DM 5PAGE_05

Gender 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

FEMALE

Please review gender

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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P3880_0342 R409419333811

SCREENING

SMOKING HISTORY 10PAGE_10

Average number of cigarettes smoked per 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

12

Please review - value used should be the highest of a range provided, unless the range
can be entered.

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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P3880_0342

P3880_0342

P3880_0342

R4094

R4094

R4094

89280711

85482711

89280811

SCREENING

SCREENING

SCREENING

MH

MH

MH

9

9

9

PAGE_09

PAGE_09

PAGE_09

Diagnosis/Procedure

Diagnosis/Procedure

Diagnosis/Procedure

3

4

5

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

CHRONIC EDEMA BILATERAL HANDS AND FEET

CHRONIC LEG CRAMPS

HYSTERECTOMY

Please provide a location of the edema and clarify if this is a chronic condition.

Please update diagnosis/procedure term to indicate if this is episodic/intermittent or a
chronic/ongoing condition.

Please verify gender (female) and urine pregnancy test result (N/A). If correct, please
add a medical history diagnosis/procedure to indicate that the subject is of non-
childbearing potential.

is chronic, ongoing

is ongoing condition
DM Response: Please update diagnosis to 'Chronic Leg Cramps'.

added hysterectomy

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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IP, WEEK 6

STATUS REVIEW 20PAGE_20

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

Please add information from wk 6 diary

used information on Week 6 return questionnaire form

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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P3880_0342 R409484200111

FU, WEEK 28

LB 34PAGE_34

No (Specify samples not done, reason)/Co 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

DIFFICULT VENIPUNCTURE, UNABLE TO OBTAIN SUFFICIENT SPECIMEN

Please verify spelling of "sufficient".

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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PCM.5

PCM 39PAGE_39

Indication 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

SUPPLEMENT TO PREVENT LEG CRAMPS

Please verify "to prevent leg cramps" should be added 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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ADDITIONAL VS

VS 43PAGE_43

Were Vital Signs Collected/Were any addi 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

YES

Please verify repeat VS were taken on 28 OCT 2009.

source is flagged.
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STUDY COMPETION

DS 46PAGE_46

Reason for withdrawal 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

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.

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 12:32:54 96Page

Deleted CRFs Report




