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Abc 123

Abc 123

P3880_0342

All statuses

All statuses

R4082

R4082

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











03.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF











07.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



















16.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF























26.LINKS

Links to Discrepancy and Audit Sections

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







39.1.U2.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 audit history for this CRF

Click here to navigate to discrepancy details for this CRF





40.U2.OS.1

OverFlow Section For Document Number R298098513

SUBJECT STOPPED TAKING SNUS PRODUCT1



40.U2.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
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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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R262485213

Page_03

P3880_0342

R4082 Screening
03

Ec Page number 3 Screening

IE

Exclusion
Criteria Answer
2

NAM

NO

19-JAN-2010 11:04:52

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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R262486513

Page_07

P3880_0342

R4082 Screening
07

Upreg Page number 7 Screening

Section Header

DCM Blank flag

1

Y

N

07-AUG-2009 11:00:01

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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R288675213

Page_09

P3880_0342

R4082 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

1

1

1

1

2

2

2

2

2

25-JUL-2009

22-AUG-2009

STAPH INFECTION

00-00-2005

BACK PAIN

CHECKED

00-00-1996

10-JUN-2009

INSOMNIA

2

12-MAR-2010 11:44:22

12-MAR-2010 11:44:22

12-MAR-2010 11:44:22

12-MAR-2010 11:44:22

12-MAR-2010 11:44:22

12-MAR-2010 11:44:22

12-MAR-2010 11:44:22

12-MAR-2010 11:44:22

12-MAR-2010 11:44:22

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

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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R262493113

Page_16

P3880_0342

R4082 Sptp, Weeks 1-4
16

Status Review Page number 16B Sptp, Weeks 1-4

CHKYN

Approximately
how many
cigarettes did
th (10)

Date

1

1

140

21-JUL-2009

105

28-JUL-2009

07-AUG-2009 11:16:11

07-AUG-2009 11:16:11

Lana Glaser

Lana Glaser

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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R262501513

Page_39

P3880_0342

R4082 Pcm
39

Pcm Page number 39 Pcm

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Drug Modified
Reported Term

Drug name

Indication

Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

1

1

1

1

1

1

BACK PAIN

BACK PAIN

HYDROCODONE

R

RESPIRATORY SYSTEM, R

R05

COUGH AND COLD
PREPARATIONS, R05

R05D

COUGH SUPPRESSANTS EXCL.
COMB. WITH EXPECTORANTS,
R05D

R05DA

OPIUM ALKALOIDS AND
DERIVATIVES, R05DA

HYDROCODONE

HYDROCODONE

BACK PAIN

HYDROCODONE

00060001001

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

13-APR-2010 10:30:23

13-APR-2010 10:31:33

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

Lana Glaser

Lana Glaser

Carol Kraucyk

Carol Kraucyk

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Entry Error

Data Entry Error

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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R288681913

Page_39

P3880_0342

R4082 Pcm.2

Pcm Page number 39 Pcm.2

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

1

1

1

J

ANTIINFECTIVES FOR
SYSTEMIC USE, J

J01

ANTIBACTERIALS FOR
SYSTEMIC USE, J01

J01E

SULFONAMIDES AND
TRIMETHOPRIM, J01E

J01EE

COMB.SULFONAMIDES &
TRIMETHOPRIM INCL.
DERIVATIVES, J01EE

BACTRIM /00086101/

00086101001

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Class. Change

Class. Change

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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R288682213

Page_40

P3880_0342

R4082 Ae.1

Ae Page number 40 Ae.1

AE1

Action Taken

1 OTHER DRUG

01-MAR-2010 13:27:17

Kim Freschly

Pass1

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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R298098513

Page_40

P3880_0342

R4082 Ae.2

Ae Page number 40 Ae.2

AE1

Action Specify

Action Taken

1

1

DISCON OF DRUG

SUBJECT STOPPED TAKING
SNUS PRODUCT

OTHER TREATMENT

12-MAR-2010 12:24:32

12-MAR-2010 12:24:32

Lana Glaser

Lana Glaser

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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R288684613

Page_46

P3880_0342

R4082 Study Competion
46

Ds Page number 46 Study Competion

DS

Other specify
(2)

Reason for
withdrawal

1

1

TERMINATED BY
COORDINATOR

OTHER

WITHDRAWN

12-MAR-2010 11:48:15

12-MAR-2010 11:48:15

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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R288675213

P3880_0342 R408283884211

SCREENING

MH 9PAGE_09

Date of Onset 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

2005

Please remove staph infection - this is post dose.  Please review if Backpain and
Insomnia should be added.

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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R288678913

P3880_0342 R408243056211

IP, WEEK 16

VS 26PAGE_26

Diastolic Blood Pressure 1

CURRENT

Confirmed

UNIVARIATE

Resolved-Response Edited

102

Value of 102 for Diastolic Blood Pressure above expected maximum of 100

correct as entered

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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R262501513

P3880_0342 R408299114011

PCM

PCM 39PAGE_39

Drug name 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

HYDROCODONE

It appears the drug name and indication are in the wrong field.  Please update.

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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R288681913

P3880_0342 R408299114111

PCM.2

PCM 39PAGE_39

Stop Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

Corresponding AE has a stop date.  Please verify medication is ongoing.

medication is ongoing per subject report

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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R288682213

P3880_0342

P3880_0342

R4082

R4082

111316711

83899311

AE.1

AE.1

AE

AE

40

40

PAGE_40

PAGE_40

Action Taken

Adverse Event

1

1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

OTHER DRUG

INSOMNIA

Currently, there is not a corresponding medication entered.  Please add medication or
update Action Taken.

Please add AE for tooth pain (progress note)

per AE source conmed taken, however not documented on conmed source.

Verified.  JLM 26Apr2010

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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R298098513

P3880_0342

P3880_0342

P3880_0342

R4082

R4082

R4082

84061211

84053211

84053111

AE.2

AE.2

AE.2

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Action Taken

Outcome to Date

Severity

1

1

1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

Confirmed

MANUAL

UNIVARIATE

UNIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

OTHER TREATMENT

Please update to Other - subject stopped taking snus product

Value for Outcome to Date has not been supplied

Value for Severity has not been supplied

unknown

unknown

Document #:

Discrepancy ID:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

Visit:

CRF:

CRF:

CRF:

Field:

Field:

Field:

Value Text:

Value Text:

Value Text:

Type:

Type:

Type:

Review Status:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Resolution Text:

Status:

Status:

Status:

Site:

Site:

Site:

Visit Date:

Visit Date:

Visit Date:

Section:

Section:

Section:

Patient:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Qualifying Value:

Row:

Row:

Row:



Report run by Brian Saari at 05-MAR-2013 12:33:01 81Page

R298098513

P3880_0342 R408285843711

AE.2

AE 40PAGE_40

CURRENT

Confirmed

MULTIVARIATE

Resolved-Response Edited

Resolved Date and Time is missing and Ongoing is null for Adverse Event <TOOTH ACHE>.
Please either provide resolved date and time OR check Ongoing.

not documented

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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R288684613

P3880_0342 R408283898211

STUDY COMPETION

DS 46PAGE_46

Other specify 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

Please review reason for termination.  Did not find supporting source for Coordinator
termination.

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




