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All statuses

All statuses

R4028

R4028

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













04.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











13.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

Click here to navigate to discrepancy details for this CRF













21.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.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 audit history for this CRF

Click here to navigate to discrepancy details for this CRF











39.1.U10.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.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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R253857713

Page_04

P3880_0342

R4028 Screening
04

Elig Page number 4 Screening

IE

Did the subject
meet all of the
inclusio
1

NO

YES

19-JUN-2009 15:05:14

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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R286937213

Page_09

P3880_0342

R4028 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure
1

GASTROESOPHAGUS REFLUX

GASTROESOPHAGEAL REFLUX

18-MAR-2010 11:10:39

Krysia Magnuson Gastroesophagus to
Gastroesophageal.
KAY 18Mar2010.

ODM/SEC

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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R253859513

Page_13

P3880_0342

R4028 Screening
13

Behavioral Coun Page number 13 Screening

EX1

Date

Date

1

2

23-APR-2009

23-APR-2009

16-APR-2009

16-APR-2009

12-NOV-2009 15:01:11

12-NOV-2009 15:01:11

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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R253860013

Page_16

P3880_0342

R4028 Sptp, Weeks 1-4
16

Status Review Page number 16 Sptp, Weeks 1-4

CHKYN

Approximately
how many
cigarettes did
th (10)
1

30

210

12-NOV-2009 15:02:42

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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R266249813

Page_21

P3880_0342

R4028 Ip, Week 8
21

Status Review Page number 21 Ip, Week 8

CHKYN

Was Subject
compliant (4)
1

NO

12-NOV-2009 15:06:37

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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R253862013

Page_39

P3880_0342

R4028 Pcm.1

Pcm Page number 39 Pcm.1

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

1

1

1

1

1

1

1

1

1

1

1

1

ZOLPIDEN

ZOLPIDEN

N

NERVOUS SYSTEM, N

N05

PSYCHOLEPTICS, N05

N05C

HYPNOTICS AND SEDATIVES,
N05C

N05CF

BENZODIAZEPINE RELATED
DRUGS, N05CF

ZOLPIDEM

ZOLPIDEM

ZOLPIDEM

00914901001

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 11:04:05

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

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

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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R253864313

Page_39

P3880_0342

R4028 Pcm.5

Pcm Page number 39 Pcm.5

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

A

ALIMENTARY TRACT AND
METABOLISM, A

A07

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

A07E

INTESTINAL
ANTIINFLAMMATORY AGENTS,
A07E

A07EA

CORTICOSTEROIDS ACTING
LOCALLY, A07EA

R

RESPIRATORY SYSTEM, R

R03

DRUGS FOR OBSTRUCTIVE
AIRWAY DISEASES, R03

R03B

OTH.DRUGS FOR
OBSTRUC.AIRWAY
DISEASES,INHALANTS, R03B

R03BA

GLUCOCORTICOIDS, R03BA

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
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Comment
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R253864713

Page_39

P3880_0342

R4028 Pcm.6

Pcm Page number 39 Pcm.6

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

A

ALIMENTARY TRACT AND
METABOLISM, A

A01

STOMATOLOGICAL
PREPARATIONS, A01

A01A

STOMATOLOGICAL
PREPARATIONS, A01A

A01AA

CARIES PROPHYLACTIC
AGENTS, A01AA

B

BLOOD AND BLOOD FORMING
ORGANS, B

B03

ANTIANEMIC PREPARATIONS,
B03

B03A

IRON PREPARATIONS, B03A

B03AA

IRON BIVALENT, ORAL
PREPARATIONS, B03AA

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

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. 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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R279305513

Page_39

P3880_0342

R4028 Pcm.10

Pcm Page number 39 Pcm.10

CM1

Drug name

Stop Date

1

1

PSEUDOFED

SUDAFED

UNK

12-NOV-2009 15:17:10

02-FEB-2010 14:39:23

Kim Freschly

Lana Glaser

Pass1

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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R279307513

Page_40

P3880_0342

R4028 Ae
40

Ae Page number 40 Ae

AE1

Serious Event

1

YES

NO

07-JAN-2010 15:11:55

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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R253859513

P3880_0342

P3880_0342

R4028

R4028

1745710013

1745710113

SCREENING

SCREENING

BEHAVIORAL COUN

BEHAVIORAL COUN

13

13

PAGE_13

PAGE_13

Date

Date

1

2

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

20090416

20090416

Please review value.

Please review value.

Discrepancy Detail Report
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:



Report run by Brian Saari at 05-MAR-2013 12:44:10 82Page

R253860013

P3880_0342 R40281745710813

SPTP, WEEKS 1-4

STATUS REVIEW 16PAGE_16

Approximately how many cigarettes did th 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

210

Per Diary 30/day - requested source correction

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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R266249813

P3880_0342 R40281745711213

IP, WEEK 8

STATUS REVIEW 21PAGE_21

Was Subject compliant 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO

Please complete.

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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R253862013

P3880_0342 R402899025511

PCM.1

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

INSOMNIA

A medical history of insomnia is not present.  Please verify adding.

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

Verified.  JLM 21Apr2010

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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R253864713

P3880_0342 R402899026211

PCM.6

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

ANEMIA

A medical history of anemia is not present.  Please verify adding.

per Dr Stoltz subject's history of anemia is not relevant to study

Verified.  JLM 21Apr2010

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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R279305513

P3880_0342 R402871443811

PCM.10

PCM 39PAGE_39

CURRENT

Confirmed

MULTIVARIATE

Resolved-Response Edited

Stop Date is missing and 'Ongoing' field was not completed for <SUDAFED>.  Please provide
Stop Date or enter 'checked' in the 'Ongoing' field.

stop date is unknown

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




