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Abc 123

Abc 123

P3880_0342

All statuses

All statuses

R4032

R4032

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















































20.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF









23.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





24.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

















31.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.U4.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

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

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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R266263213

Page_20

P3880_0342

R4032 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

Was Subject
compliant (4)

Was Subject
compliant (4)

1

1

NO

YES

YES

NO

31-AUG-2009 11:19:06

31-AUG-2009 11:27:04

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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R266265013

Page_23

P3880_0342

R4032 Ip, Week 10
23

Eco Page number 23 Ip, Week 10

EX1

%COHb

Comments

Date

ECO Level

1

1

1

1

ND

INADVERTENTLY NOT DONE

02-JUL-2009

ND

13-NOV-2009 09:03:40

31-AUG-2009 11:32:39

31-AUG-2009 11:29:45

13-NOV-2009 09:03:40

Kim Freschly

Lana Glaser

Lana Glaser

Kim Freschly

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



Report run by Brian Saari at 05-MAR-2013 09:45:26 65Page

R266265013

Page_23

P3880_0342

R4032 Ip, Week 10
23

Behavioral Coun Page number 23 Ip, Week 10

EX1

Comments

Date

1

1

INADVERTENTLY NOT DONE

02-JUL-2009

31-AUG-2009 11:32:39

31-AUG-2009 11:29:45

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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R266265013

Page_23

P3880_0342

R4032 Ip, Week 10
23

Questionnaires Page number 23 Ip, Week 10

EX1

Date

MNWS

MNWS

1

1

1

ND

NO

02-JUL-2009

NO

YES

13-NOV-2009 09:04:07

31-AUG-2009 11:30:57

13-NOV-2009 09:04:07

Kim Freschly

Lana Glaser

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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R266266013

Page_24

P3880_0342

R4032 Ip, Week 10
24

Status Review Page number 24 Ip, Week 10

CHKYN

Was Subject
compliant (4)
1

NO

13-NOV-2009 09:05:08

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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R266267713

Page_31

P3880_0342

R4032 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

If Subject was
not compliant,
approximat (5)

Was Subject
compliant (4)

1

1

YES

3

NO

13-NOV-2009 09:05:36

13-NOV-2009 09:05:36

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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R279424713

Page_39

P3880_0342

R4032 Pcm.4

Pcm Page number 39 Pcm.4

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

MULTI VITAMIN

MULTI VITAMIN

A

ALIMENTARY TRACT AND
METABOLISM, A

A11

VITAMINS, A11

A11A

MULTIVITAMINS,
COMBINATIONS, A11A

A11AB

MULTIVITAMINS, OTHER
COMBINATIONS, A11AB

MULTIVITAMIN

MULTIVITAMIN

MULTIVITAMINS

00116001001

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

20-APR-2010 11:29:16

12-APR-2010 11:07:27

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

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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R279425113

Page_39

P3880_0342

R4032 Pcm.5

Pcm Page number 39 Pcm.5

CM1

Frequency

other, specify
(frequency)

1

1

OTHER

FREQUENCY UNKNOWN

03-MAR-2010 13:45:00

03-MAR-2010 13:45:00

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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R279422813

Page_40

P3880_0342

R4032 Ae
40

Ae Page number 40 Ae

AE1

Action Taken

1

NONE

OTHER DRUG

07-JAN-2010 13:52:55

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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R266265013

P3880_0342

P3880_0342

R4032

R4032

1746154113

1746154013

IP, WEEK 10

IP, WEEK 10

ECO

ECO

23

23

PAGE_23

PAGE_23

%COHb

ECO Level

1

1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

ND

ND

Please add ND

Please add ND

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:
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R266265013

P3880_0342 R40321746153913

IP, WEEK 10

QUESTIONNAIRES 23PAGE_23

Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090702

Please update, the MNWS for week 10 is present in the source.

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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R266266013

P3880_0342 R40321746155313

IP, WEEK 10

STATUS REVIEW 24PAGE_24

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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R266267713

P3880_0342

P3880_0342

R4032

R4032

1746169013

1746168913

IP, WEEK 16

IP, WEEK 16

STATUS REVIEW

STATUS REVIEW

31

31

PAGE_31

PAGE_31

If Subject was not compliant, approximat

Was Subject compliant

1

1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

3

NO

Please review, per week 16 check-in questionaire subject smokes 3/week.

Please review

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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R279425113

P3880_0342 R403277424611

PCM.5

PCM 39PAGE_39

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Frequency - Please check box Other, specify UNK as frquency is not provided in source.

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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R279422813

P3880_0342

P3880_0342

R4032

R4032

34868311

1791794613

AE

AE

AE

AE

40

40

PAGE_40

PAGE_40

Action Taken

Severity

1

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

No Action Required

MANUAL

UNIVARIATE

Resolved-Response Edited

Resolved-Response Edited

OTHER DRUG

Please refer to source.  Per ConMeds, Tylenol was given.  Per AE form, no ConMed was
given.

Value for Severity has not been supplied

Clarification to source needed; two source docs conflict.  Thank you!

Source correction needed.

severity not documented on source

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




