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All statuses

R4097
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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.
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08.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





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

Click here to navigate to discrepancy details for this CRF











































29.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





30.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























39.1.U3.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.U1.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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R4097 Screening
09

CRF Header

DCI Blank Flag

DCI Blank Flag
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Y
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N
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P3880_0342

R4097 Screening
09

Mh Page number 9 Screening

MH1

Does the subject
have any
relevant medic

Does the subject
have any
relevant medic

1

1

YES

NO

NO
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P3880_0342

R4097 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Attempted to
quit (Nicotine
Replacement) (2)

Comments (NRT)
(4)

If Yes, how many
(nicotine
replacement) (3)

1

1

1

NO

YES

CHEWING TOBACCO

UNK
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30

Eco Page number 30 Ip, Week 16

EX1

Date

1

20-OCT-2009

30-OCT-2009

03-MAR-2010 14:53:36

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



Report run by Brian Saari at 05-MAR-2013 11:54:19 68Page

R296695613

Page_30

P3880_0342

R4097 Ip, Week 16
30
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R4097 Ip, Week 16
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Questionnaires Page number 30 Ip, Week 16
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32

CRF Header

DCI Blank Flag

1

N

Y
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Page_39
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R4097 Pcm.3

Pcm Page number 39 Pcm.3

CM1

ATC1 Code

ATC1 Code

ATC1 Text

ATC1 Text

ATC2 Code

ATC2 Code

ATC2 Text

ATC2 Text

ATC3 Code

ATC3 Code

ATC3 Text

ATC3 Text

ATC4 Code

ATC4 Code

1

1

1

1

1

1

1

1

1

1

1

1

1

1

C

CARDIOVASCULAR SYSTEM, C

C05

VASOPROTECTIVES, C05

C05A

AG.FOR TREATM.OF
HEMORRH.AND ANAL
FISS.FOR TOP.USE, C05A

C05AA

C

D

CARDIOVASCULAR SYSTEM, C

DERMATOLOGICALS, D

C05

D07

VASOPROTECTIVES, C05

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

C05A

D07A

AG.FOR TREATM.OF
HEMORRH.AND ANAL
FISS.FOR TOP.USE, C05A

CORTICOSTEROIDS, PLAIN,
D07A

C05AA

D07AC

20-APR-2010 11:39:56

27-APR-2010 12:10:38

20-APR-2010 11:39:56

27-APR-2010 12:10:38

20-APR-2010 11:39:56

27-APR-2010 12:10:38

20-APR-2010 11:39:56

27-APR-2010 12:10:38

20-APR-2010 11:39:56

27-APR-2010 12:10:38

20-APR-2010 11:39:56

27-APR-2010 12:10:38

20-APR-2010 11:39:56

27-APR-2010 12:10:38

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk
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Joanne Mccaigue
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P3880_0342

R4097 Pcm.3

Pcm Page number 39 Pcm.3

CM1

ATC4 Text

ATC4 Text

Drug Modified
Reported Term

Drug name

Indication

Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

CORTICOSTEROIDS, C05AA

FLUCINONIDE

FLUCINONIDE

EXZEMA CHEST

CORTICOSTEROIDS, C05AA

CORTICOSTEROIDS, POTENT
(GROUP III), D07AC

FLUOCINONIDE

FLUOCINONIDE

ECZEMA CHEST

FLUOCINONIDE

00280401001

20-APR-2010 11:39:56

27-APR-2010 12:10:38

20-APR-2010 11:29:16

12-APR-2010 12:29:42

03-MAR-2010 15:04:28

20-APR-2010 11:39:56

20-APR-2010 11:39:56

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Kim Freschly

Carol Kraucyk

Carol Kraucyk
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P3880_0342 R409719345411

SCREENING

SMOKING HISTORY 10PAGE_10

If Yes, how many (nicotine replacement) 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

UNK

Per med hx sup subject used NRT

Discrepancy Detail Report
Document #:
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P3880_0342 R409790241711

IP, WEEK 16

PE 29PAGE_29

Findings 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

ERYTHEMA CENTRAL CHEST

Physical exam finding is after first study product administration. Please record a
corresponding event on the adverse events CRF page.

corresponding AE = eczema chest
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PCM.3

PCM 39PAGE_39

Stop Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20091027

Please verify dates.  AE of eczema ends on 24Oct2009.

dates confirmed as is per subject report

Verified.  JLM 21Apr2010
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P3880_0342 R409785475811

AE.1

AE 40PAGE_40

Resolved Date 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

20091024

Please review resolved date - PE on 30Oct09 shows this AE is ongoing.

subject states his private doctor stated it was eczema and was considered healed even
though there was some mild redness and dry skin still visible on 24Oct2009
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Deleted CRFs Report




