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Abc 123

Abc 123

P3880_0342

All statuses

All statuses

R4113

R4113

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











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.OS.1

OverFlow Section For Document Number R274385613

NICOTINE GUM, PATCHES AND INHALERS1





































26.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





27.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





28.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





29.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





30.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





31.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





32.OS.1

OverFlow Section For Document Number R289271013

UNABLE TO CONTACT SUBJECT1



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.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.U2.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







42.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





43.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





44.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





45.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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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R274384013

Page_05

P3880_0342

R4113 Screening
05

Dm Page number 5 Screening

DM

Gender

1

MALE

FEMALE

21-JAN-2010 16:03:02

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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R297459813

Page_09

P3880_0342

R4113 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Does the subject
have any
relevant medic

Ongoing

Sequence Number

1

1

1

1

1

1

NO

00-JUL-2008

RECURRENT RASHES

YES

CHECKED

1

17-MAR-2010 16:53:55

17-MAR-2010 16:53:55

17-MAR-2010 16:53:55

17-MAR-2010 16:53:55

17-MAR-2010 16:53:55

17-MAR-2010 16:53:55

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

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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R289270313

Page_26

P3880_0342

R4113 Ip, Week 16
26

CRF Header

DCI Blank Flag

1

N

Y

24-MAR-2010 10:30:06

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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R289270413

Page_27

P3880_0342

R4113 Ip, Week 16
27

CRF Header

DCI Blank Flag

1

N

Y

24-MAR-2010 10:30:28

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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R289270513

Page_28

P3880_0342

R4113 Ip, Week 16
28

CRF Header

DCI Blank Flag

1

N

Y

24-MAR-2010 10:30:33

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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R289270613

Page_29

P3880_0342

R4113 Ip, Week 16
29

CRF Header

DCI Blank Flag

1

N

Y

24-MAR-2010 10:30:40

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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R289270713

Page_30

P3880_0342

R4113 Ip, Week 16
30

CRF Header

DCI Blank Flag

1

N

Y

24-MAR-2010 10:30:47

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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R289270913

Page_31

P3880_0342

R4113 Ip, Week 16
31

CRF Header

DCI Blank Flag

1

N

Y

24-MAR-2010 10:30:54

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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R289271013

Page_32

P3880_0342

R4113 Fu, Week 20 & 24
32

Status Review Page number 32 Fu, Week 20 & 24

CHKYN

Comments
(contacted by
phone) (1)
1

UNABLE TO CONTACT
SUBJECT

24-MAR-2010 10:33:08

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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R289271313

Page_39

P3880_0342

R4113 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

A

ALIMENTARY TRACT AND
METABOLISM, A

A07

ANTIDIARR.,INTEST.
ANTIINFL./ANTIINFECT.
AGENTS, A07

A07E

INTESTINAL
ANTIINFLAMMATORY AGENTS,
A07E

A07EA

CORTICOSTEROIDS ACTING
LOCALLY, A07EA

CONTACT DERMATITIS

D

DERMATOLOGICALS, D

D07

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

D07A

CORTICOSTEROIDS, PLAIN,
D07A

D07AC

CORTICOSTEROIDS, POTENT
(GROUP III), D07AC

RECURRENT RASHES

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

13-APR-2010 10:50:51

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Lana Glaser

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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R297462013

Page_40

P3880_0342

R4113 Ae.2

Ae Page number 40 Ae.2

AE1

Ongoing

Resolved Date

Resolved Date

Resolved Time

Resolved Time

1

1

1

1

1

UNK

UNK

CHECKED

UNK

UNK

17-MAR-2010 13:23:48

17-MAR-2010 08:35:38

17-MAR-2010 13:23:48

17-MAR-2010 08:35:38

17-MAR-2010 13:23:48

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Data Entry Error

Data Entry Error

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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R297462313

Page_42

P3880_0342

R4113 Additional Lab
42

Lb Page number 42 Additional Lab

LB

Clinically
Significant
(additional) (2)

Comments

Date

Requisition
Number
(additional
labs) (4)

Test Code ID CS
Labs only

Test Name CS
Labs only

Were any
additional
Laboratory
evaluatio

1

1

1

1

1

1

1

NO

NO

20-NOV-2009

NA

YES

24-MAR-2010 10:31:10

24-MAR-2010 10:31:10

24-MAR-2010 10:31:10

24-MAR-2010 10:31:10

24-MAR-2010 10:31:10

24-MAR-2010 10:31:10

24-MAR-2010 10:31:10

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

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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R289267813

Page_43

P3880_0342

R4113 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

2

2

2

2

2

2

2

2

2

2

2

2

2

0950

36.6

C

20-NOV-2009

80

MMHG

79

BEATS/MINUTE

SEATED

16

BREATHS/MINUTE

24-MAR-2010 10:31:39

24-MAR-2010 10:31:39

24-MAR-2010 10:31:39

24-MAR-2010 10:31:39

24-MAR-2010 10:31:39

24-MAR-2010 10:31:39

24-MAR-2010 10:31:39

24-MAR-2010 10:31:39

24-MAR-2010 10:31:39

24-MAR-2010 10:31:39

24-MAR-2010 10:31:39

24-MAR-2010 10:31:39

24-MAR-2010 10:31:39

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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R289267813

Page_43

P3880_0342

R4113 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Systolic Blood
Pressure

Systolic Blood
Pressure unit

2

2

133

MMHG

24-MAR-2010 10:31:39

24-MAR-2010 10:31:39

Lana Glaser

Lana Glaser

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
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R297462513

Page_44

P3880_0342

R4113 Additional Pe
44

CRF Header

DCI Blank Flag

1

Y

N

24-MAR-2010 10:32:14

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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R297462613

Page_45

P3880_0342

R4113 Oral Health Exam
45

CRF Header

DCI Blank Flag

1

Y

N

24-MAR-2010 10:32:39

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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R297459813

P3880_0342 R411385955811

SCREENING

MH 9PAGE_09

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090720

Please add Recurrent rashes when updated by PI  (ongoing conmed)

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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R289271013

P3880_0342 R411389725511

FU, WEEK 20 & 2

STATUS REVIEW 32PAGE_32

Comments (contacted by phone) 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

UNABLE TO CONTACT SUBJECT

Please enter a comment to explain why the assessment was not done.

comment added

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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R289271313

P3880_0342

P3880_0342

R4113

R4113

58216111

99127411

PCM

PCM

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

BETAMETHASONE DIPROPIONATE

RECURRENT RASHES

Please add pages for 2 additional con meds per source.  Thank you!

There is not a correponding MH of contact dermatitis.  Please verify adding medical
history.  If same as 'rashes' on MH, please update indication or MH term to match.

Please confirm: Con Med lists neck pain as an indication.  Can you confirm this in the
history?  If it is, please add to history.  If it is an AE, please add to AE list.
Thanks!

AEs added

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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Deleted CRFs Report




