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Abc 123

Abc 123

P3880_0342

All statuses

All statuses

R4118

R4118

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





















08.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.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







24.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

















32.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.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.U3.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 discrepancy details for this CRF





39.1.U7.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 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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R289692413

Page_08

P3880_0342

R4118 Screening
08

Eg Page number 8 Screening

EG

Date

1

25-JAN-2010

20-JUL-2009

24-MAR-2010 10:48:29

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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R289692613

Page_09

P3880_0342

R4118 Screening
09

Mh Page number 9 Screening

MH1

Date of
Resolution
4

14-JUL-2009

19-JUL-2009

17-MAR-2010 13:00:11

Lana Glaser

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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R289716613

Page_25

P3880_0342

R4118 Ip, Week 13
25

CRF Header

DCI Blank Flag

1

N

Y

24-MAR-2010 10:53:28

Lana Glaser

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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R289719813

Page_32

P3880_0342

R4118 Fu, Week 20 & 24
32

Status Review Page number 32 Fu, Week 20 & 24

CHKYN

Comments
(behavioral
counseling) (6)

Was Behavioral
Counseling Given
(6)

Was Behavioral
Counseling Given
(6)

1

1

1

NO

UNKNOWN

NO

10-MAR-2010 09:13:30

10-MAR-2010 09:12:59

10-MAR-2010 09:13:30

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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R289721913

Page_39

P3880_0342

R4118 Pcm.1

Pcm Page number 39 Pcm.1

CM1

Indication

1

NASAL CONGESTIO

NASAL CONGESTION

10-MAR-2010 09:16:45

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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R289723813

Page_39

P3880_0342

R4118 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

1

1

1

1

1

1

1

1

C

CARDIOVASCULAR SYSTEM, C

C01

CARDIAC THERAPY, C01

C01E

OTHER CARDIAC
PREPARATIONS, C01E

C01EB

OTHER CARDIAC
PREPARATIONS, C01EB

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

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

M01AE

PROPIONIC ACID
DERIVATIVES, M01AE

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

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Data Change

Data Change

Data Change

Data Change

Data Change

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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R289724513

Page_39

P3880_0342

R4118 Pcm.5

Pcm Page number 39 Pcm.5

CM1

Indication

1

HIGH CHOLESTEROL

HYPERCHOLESTEROLEMIA

10-MAR-2010 09:22:28

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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R297614013

Page_39

P3880_0342

R4118 Pcm.7

Pcm Page number 39 Pcm.7

CM1

Start Date

1 28-JAN-2010

17-MAR-2010 08:49:32

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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R289692413

P3880_0342 R411889741111

SCREENING

EG 8PAGE_08

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090720

Please verify date of ECG (25-JAN-2010) as it is inconsistent with all other Screening
assessments (20-JUL-2009). If incorrect, please update. If correct, please provide an in-
query comment to explain the deviation.

date corrected

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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R289692613

P3880_0342 R411885860111

SCREENING

MH 9PAGE_09

Date of Resolution 4

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090719

Pls review stop date - conmed use was 14-19Jul09

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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R289711813

P3880_0342 R411864044211

IP, WEEK 10

VS 22PAGE_22

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

Source is not complete.

Please provide conversion of weight from kg to lb.  Thank you!

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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R289715713

P3880_0342

P3880_0342

R4118

R4118

64044711

89744011

IP, WEEK 10

IP, WEEK 10

EX

EX

24

24

PAGE_24

PAGE_24

0.5 g of snus or placebo logs dispensed

Date

1

1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

1

20091002

Cannot verify with source; note says product was not dispensed.  There is conflict in the
source.

Please verify date of product dispensation (02-Oct-2009) as it is inconsistent with all
other Week 10 assessments (01-Oct-2009). If incorrect, please update. If correct, please
provide an in-query comment to explain the deviation.

Please complete note to indicate whether subject returned to CRU with product that was
left at home.  There is nothing to indicate that the product was dispensed.

subject returned the day after Week 10 visit for product

see note left by SM

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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R289719813

P3880_0342 R411864046811

FU, WEEK 20 & 2

STATUS REVIEW 32PAGE_32

Was Behavioral Counseling Given 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

Source is incomplete; please complete when data is available or indicate UNK or ND or
comment as is deemed appropriate.

Please complete source regarding behavioral counseling.

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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R289721913

P3880_0342 R411864047511

PCM.1

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NASAL CONGESTION

Congestion .. please complete word.

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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R289725213

P3880_0342

P3880_0342

R4118

R4118

64048011

99128011

PCM.6

PCM.6

PCM

PCM

39

39

PAGE_39

PAGE_39

Drug name

Indication

1

1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

OMEPRAZOLE

HEARTBURN

Per source there is an additional con med.  Please add a page for lisinopril.

Heartburn is not present as medical history or AE.  Please reconcile.

subject's history of heartburn not relevant to study per PI

Verified.  JLM 21Apr2010

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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R297614013

P3880_0342 R411885935611

PCM.7

PCM 39PAGE_39

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Please add start date (source footnote)

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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R289692013

P3880_0342 R411864049211

ADDITIONAL VS

VS 43PAGE_43

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

Per source there appear to be no more repeat VS; please confirm and complete page.
Subject completed.

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




