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Abc 123

Abc 123

P3880_0342

All statuses

All statuses

R4099

R4099

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























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

























19.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









































38.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.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











39.1.U7.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U8.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF









40.U2.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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



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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R296700313

Page_09

P3880_0342

R4099 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

3

3

3

3

3

3

3

3

3

3

4

4

4

4

26-JUL-2009

30-AUG-2009

BACK PAIN

3

4

<Row Deleted>

00-00-2006

<Row Deleted>

<Row Deleted>

ANXIETY

<Row Deleted>

CHECKED

<Row Deleted>

4

3

26-MAR-2010 10:55:31

17-MAR-2010 12:54:12

26-MAR-2010 10:55:31

26-MAR-2010 10:55:31

17-MAR-2010 12:54:12

26-MAR-2010 10:55:31

17-MAR-2010 12:54:12

26-MAR-2010 10:55:31

17-MAR-2010 12:54:12

26-MAR-2010 10:55:47

15-MAR-2010 14:15:57

15-MAR-2010 14:15:57

15-MAR-2010 14:15:57

15-MAR-2010 14:15:57

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Laurie Rydstrom

Laurie Rydstrom

Laurie Rydstrom

Laurie Rydstrom

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

Row Inserted

2

4->3

4->3

4->3

4->3

4->3

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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R296700313

Page_09

P3880_0342

R4099 Screening
09

Mh Page number 9 Screening

MH1

Sequence Number

4

15-MAR-2010 14:15:57

Laurie Rydstrom

Row Inserted

2

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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R271544513

Page_19

P3880_0342

R4099 Ip, Week 6
19

Eco Page number 19 Ip, Week 6

EX1

%COHb

1

11

1.1

03-MAR-2010 15:14:59

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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R296704213

Page_38

P3880_0342

R4099 Fu, Week 28
38

Status Review Page number 38 Fu, Week 28

CHKYN

If Subject was
not compliant,
approximat (5)

Was Subject
compliant (4)

1

1

YES

UNKNOWN

NO

16-MAR-2010 10:34:06

16-MAR-2010 10:32:57

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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R271545413

Page_39

P3880_0342

R4099 Pcm.3

Pcm Page number 39 Pcm.3

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Indication

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

1

1

1

1

SINUS INFECTION

J

ANTIINFECTIVES FOR
SYSTEMIC USE, J

J01

ANTIBACTERIALS FOR
SYSTEMIC USE, J01

J01F

MACROLIDES, LINCOSAMIDES
AND STREPTOGRAMINS, J01F

J01FA

MACROLIDES, J01FA

SINUSITIS

AZITHROMYCIN

00944301001

Z-PAK

00944301035

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

23-APR-2010 12:52:50

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

Lana Glaser

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Data Entry Error

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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R271545913

Page_39

P3880_0342

R4099 Pcm.7

Pcm Page number 39 Pcm.7

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

C

CARDIOVASCULAR SYSTEM, C

C01

CARDIAC THERAPY, C01

C01E

OTHER CARDIAC
PREPARATIONS, C01E

C01EB

OTHER CARDIAC
PREPARATIONS, C01EB

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

ANTIINFLAMMATORY/ANTIRHE
UMATIC PROD.,NON-
STEROIDS, M01A

M01AE

PROPIONIC ACID
DERIVATIVES, M01AE

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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R296704713

Page_39

P3880_0342

R4099 Pcm.8

Pcm Page number 39 Pcm.8

CM1

Indication

Indication

1

1

SINUSITIS

SINUSITIS

03-MAR-2010 15:25:04

11-MAR-2010 14:09:45

Kim Freschly

Kim Freschly

Pass1

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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R296705713

Page_40

P3880_0342

R4099 Ae.2

Ae Page number 40 Ae.2

AE1

Adverse Event

1

131109

SINUSITIS

11-MAR-2010 14:11:05

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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R296706413

Page_46

P3880_0342

R4099 Study Competion
46

Ds Page number 46 Study Competion

DS

Other specify
(2)

Reason for
withdrawal

1

1

NA

SUBJECT COMPLETED BUT
WAS OUT OF WINDOW

OTHER

24-MAR-2010 09:44:53

24-MAR-2010 09:44:53

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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R296700313

P3880_0342 R409985481011

SCREENING

MH 9PAGE_09

Diagnosis/Procedure 3

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

ANXIETY

Pls add Anxiety subject took conmeds for med hx anxiety

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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R271544513

P3880_0342 R409919357911

IP, WEEK 6

ECO 19PAGE_19

%COHb 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

1.1

Please review.  11 vs 1.1

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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R271544513

P3880_0342 R409919358011

IP, WEEK 6

QUESTIONNAIRES 19PAGE_19

Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090819

Source correction

Subject dated MNS survey incorrectly - Please verify date on source document

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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R296704213

P3880_0342 R409985500111

FU, WEEK 28

STATUS REVIEW 38PAGE_38

Was Subject compliant 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NO

Per check -in Q subject not compliant.  Diary date is 2 weeks off week 28 visit date,
therefore NA

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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R271545413

P3880_0342 R4099111318011

PCM.3

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

SINUSITIS

Please update indication to 'sinusitis' to match AE term.

Verified.  JLM 26Apr2010

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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R296706413

P3880_0342 R409989537111

STUDY COMPETION

DS 46PAGE_46

Reason for withdrawal 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

OTHER

Please verify Week 28/Completion dates.  If correct, Week 28 assessments occurred outside
of the +/- 7 day window of the scheduled visit date. Please update Study Completion
Status to Other, specify. Specification should be: Subject completed but was out of
window.

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




