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Site:

Discrepancy status choice:
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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)
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03.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

Click here to navigate to discrepancy details for this CRF





05.LINKS

Links to Discrepancy and Audit Sections

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 discrepancy details for this CRF









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















15.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



Report run by Brian Saari at 05-MAR-2013 12:32:45 56Page



Report run by Brian Saari at 05-MAR-2013 12:32:45 57Page

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_03
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R4104 Screening
03

Ec Page number 3 Screening

IE

Exclusion
Criteria Answer
6

NO

YES

31-MAR-2010 12:13:11

Lana Glaser

Data Entry Error

1

Document #:

Patient
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Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row
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Changed To
Impact on
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On
By

Reason

Comment
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Page_04
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R4104 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

YES

E

NO

YES

SCREENING VS OUT OF
RANGE

20-JUL-2009

06

31-MAR-2010 12:13:54

31-MAR-2010 12:13:54

31-MAR-2010 12:13:54

31-MAR-2010 12:13:54

31-MAR-2010 12:13:54

31-MAR-2010 12:13:54

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser
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Data Entry Error
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Document #:
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Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Page_09
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R4104 Screening
09

Mh Page number 9 Screening

MH1

Does the subject
have any
relevant medic

Does the subject
have any
relevant medic

1

1

NO

03-MAR-2010 16:13:19

16-MAR-2010 10:38:54

Kim Freschly

Lana Glaser
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R4104 Baseline, Week 0
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Sc Page number 15 Baseline, Week 0
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Actual Time

1

0823
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Data Entry Error
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Document #:
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Page_46
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R4104 Study Competion
46

Ds Page number 46 Study Competion

DS

Date the subject
completed OR
withdrew f
1
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14-AUG-2009

16-MAR-2010 11:40:02

Lana Glaser

Data Entry Error
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Document #:
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P3880_0342

P3880_0342

R4104

R4104

93476411

95095611

SCREENING

SCREENING

EC

EC

3

3

PAGE_03

PAGE_03

Exclusion Criteria Answer 6

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

YES

Subject had a diastolic BP value of 102 at Screening (greater than 10 mmHg over criteria
allows). Please take the following actions:   1-Mark Exclusion Criteria #06 as Yes.  2-
Update Subject Eligibility page accordingly.

Response to Exclusion Criterion 06 is No.  Please verify response and ensure subject
eligibility page is completed as appropriate.

made correction

waiver granted 20jul2009

Discrepancy Detail Report
Document #:

Discrepancy ID:
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Visit:
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CRF:

CRF:
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Value Text:
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Review Status:
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Resolution Type:
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P3880_0342 R410495096411

SCREENING

ELIG 4PAGE_04

CURRENT

Confirmed

MULTIVARIATE

Resolved-Response Edited

Exemption granted date <20-JUL-2009> for SCREENING VS OUT OF RANGE is after date of
Baseline, Week 0 Product Dispensation <17-JUL-2009>.  Please verify date exemption
granted.

date verified, waiver obtained after randomization
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SCREENING

BM 5PAGE_05

Height 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

70.9

CRF requests inches.

Please provide conversion of height to inches.

Monitor error.

Document #:
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SCREENING

VS 6PAGE_06

Diastolic Blood Pressure 1

CURRENT

Confirmed

UNIVARIATE

Resolved-Response Edited
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Value of 102 for Diastolic Blood Pressure above expected maximum of 100
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Value Text:

Type:

Review Status:
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Resolution Text:

Status:

Site:
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Row:



Report run by Brian Saari at 05-MAR-2013 12:32:45 67Page

R296708613

P3880_0342 R410485481611

SCREENING

MH 9PAGE_09

Does the subject have any relevant medic 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NO

Pls enter - subject has no relevant Med Hx

Document #:
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CRF:
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P3880_0342 R410435491011

BASELINE, WEEK 

SC 15PAGE_15

Actual Time 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited
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Please confirm time of randomization.
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P3880_0342 R410485495711

STUDY COMPETION

DS 46PAGE_46

Date the subject completed OR withdrew f 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090814

Pls use the date of last visit or scheduled phone call (14Aug09)
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