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Abc 123

Abc 123

P3880_0342

All statuses

All statuses

R4045

R4045

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





10.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







12.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





















20.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











































39.1.U2.LINKS

Links to Discrepancy and Audit Sections

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.U4.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.U3.LINKS

Links to Discrepancy and Audit Sections

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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R296065213

Page_09

P3880_0342

R4045 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

Sequence Number

Sequence Number

Sequence Number

Diagnosis/Proced
ure

1

1

1

1

1

1

1

1

1

1

1

1

1

2

10-JUN-2009

28-JUL-2009

10-SEP-2009

04-AUG-2009

INSOMNIA

HEADACHE OCCASIONAL

1

2

1

3

2

HEADACHE

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

1

<Row Deleted>

2

1

HEADACHE OCCASIONAL

04-MAR-2010 13:25:58

04-MAR-2010 13:54:59

04-MAR-2010 13:25:58

04-MAR-2010 13:54:59

04-MAR-2010 13:25:58

04-MAR-2010 13:54:59

04-MAR-2010 13:25:58

04-MAR-2010 13:54:59

04-MAR-2010 13:25:58

04-MAR-2010 13:29:10

04-MAR-2010 13:54:59

04-MAR-2010 13:29:10

04-MAR-2010 13:54:59

01-MAR-2010 11:14:46

Lana Glaser

Kim Freschly

Lana Glaser

Kim Freschly

Lana Glaser

Kim Freschly

Lana Glaser

Kim Freschly

Lana Glaser

Lana Glaser

Kim Freschly

Lana Glaser

Kim Freschly

Kim Freschly

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

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

2

3->2;2->1

2->1

3->2;2->1

2->1

3->2;2->1

2->1

3->2;2->1

2->1

3->2;2->1

2->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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R257304413

Page_10

P3880_0342

R4045 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Comments (other
attemps) (7)
1

COLD TURKEY

01-SEP-2009 10:53:42

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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R257306013

Page_20

P3880_0342

R4045 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

If Subject was
not compliant,
approximat (5)
1

21

14

14-JAN-2010 13:59:23

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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R257306213

Page_21

P3880_0342

R4045 Ip, Week 8
21

Status Review Page number 21 Ip, Week 8

CHKYN

If Subject was
not compliant,
approximat (5)
1

2

4

09-JUL-2009 13:50:48

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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R266549113

Page_39

P3880_0342

R4045 Pcm.3

Pcm Page number 39 Pcm.3

CM1

ATC1 Code

ATC1 Code

ATC1 Text

ATC1 Text

ATC2 Code

ATC2 Code

ATC2 Text

ATC2 Text

ATC3 Code

ATC3 Code

ATC3 Text

ATC3 Text

ATC4 Code

ATC4 Code

1

1

1

1

1

1

1

1

1

1

1

1

1

1

C

CARDIOVASCULAR SYSTEM, C

C01

CARDIAC THERAPY, C01

C01E

OTHER CARDIAC
PREPARATIONS, C01E

C01EB

C

M

CARDIOVASCULAR SYSTEM, C

MUSCULO-SKELETAL SYSTEM,
M

C01

M01

CARDIAC THERAPY, C01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

C01E

M01A

OTHER CARDIAC
PREPARATIONS, C01E

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

C01EB

M01AE

20-APR-2010 11:29:16

27-APR-2010 12:10:38

20-APR-2010 11:29:16

27-APR-2010 12:10:38

20-APR-2010 11:29:16

27-APR-2010 12:10:38

20-APR-2010 11:29:16

27-APR-2010 12:10:38

20-APR-2010 11:29:16

27-APR-2010 12:10:38

20-APR-2010 11:29:16

27-APR-2010 12:10:38

20-APR-2010 11:29:16

27-APR-2010 12:10:38

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. 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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R266549113

Page_39

P3880_0342

R4045 Pcm.3

Pcm Page number 39 Pcm.3

CM1

ATC4 Text

ATC4 Text

Frequency

Preferred Term

Preferred Term
Code

Stop Date

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

OTHER CARDIAC
PREPARATIONS, C01EB

OTHER CARDIAC
PREPARATIONS, C01EB

PROPIONIC ACID
DERIVATIVES, M01AE

WHENEVER NECESSARY

IBUPROFEN

00109201001

04-AUG-2009

ADVIL /00109201/

00109201030

20-APR-2010 11:29:16

27-APR-2010 12:10:38

14-JAN-2010 14:05:40

20-APR-2010 11:29:16

20-APR-2010 11:29:16

14-JAN-2010 14:05:40

20-APR-2010 11:29:16

20-APR-2010 11:29:16

Carol Kraucyk

Joanne Mccaigue

Kim Freschly

Carol Kraucyk

Carol Kraucyk

Kim Freschly

Carol Kraucyk

Carol Kraucyk

Class. Change

Data Change

Data Entry Error

Class. Change

Class. Change

Data Entry Error

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
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R266549913

Page_39

P3880_0342

R4045 Pcm.4

Pcm Page number 39 Pcm.4

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

1

V

VARIOUS, V

V07

ALL OTHER NON-
THERAPEUTIC PRODUCTS,
V07

V07A

ALL OTHER NON-
THERAPEUTIC PRODUCTS,
V07A

ALL OTHER NON-
THERAPEUTIC PRODUCTS

90047501001

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

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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R266547213

Page_40

P3880_0342

R4045 Ae.1

Ae Page number 40 Ae.1

AE1

Resolved Date

1

21-JUN-2009

21-JUL-2009

04-MAR-2010 11:29:03

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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R288104913

P3880_0342 R404576577811

SCREENING

PE 12PAGE_12

Findings 2

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

"STY" LEFT UPPER LID

No data changes required.

Please footnote on PE that there is no information regarding resolution or continuation
of this sty over 2 additional physical exams.

FOOTNOTE ADDED TO SOURCE

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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R257306013

P3880_0342 R40451747555113

IP, WEEK 6

STATUS REVIEW 20PAGE_20

If Subject was not compliant, approximat 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

14

Please review value

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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R266548313

P3880_0342 R404599097611

PCM.2

PCM 39PAGE_39

Ongoing 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

CHECKED

Please verify medication is ongoing.  Corresponding AE ended on 10Sep2009.

per subject report medication should read ongoing

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:



Report run by Brian Saari at 05-MAR-2013 09:58:32 79Page

R266549113

P3880_0342

P3880_0342

P3880_0342

R4045

R4045

R4045

1747571313

99100811

1747571013

PCM.3

PCM.3

PCM.3

PCM

PCM

PCM

39

39

39

PAGE_39

PAGE_39

PAGE_39

Ongoing

Stop Date

1

1

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

Confirmed

MANUAL

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

20090804

Please coplete when source is updated.

There were 2 AEs of Headache.  One started and stopped on 28Jul2009 and the other on
04Aug2009.  Please verify if Advil was taken only on these days.  If so, please split
into two medications.

Please add frequency

per subject advil was taken 28Jul2009 through 04Aug2009

Verified.  JLM 21Apr2010

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:
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R266549913

P3880_0342 R404599100911

PCM.4

PCM 39PAGE_39

Drug name 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

CIMIFIN

Please verify this is the correct spelling of this medication.

confirmed as per subject

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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R266547213

P3880_0342

P3880_0342

P3880_0342

R4045

R4045

R4045

76589311

78097611

78099711

AE.1

AE.1

AE.1

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Resolved Date 1

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

Confirmed

MANUAL

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

20090721

Please review source to verify if resolution is July or June and confirm or correct as
needed.

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

Outcome to Date is equal to  RECOVERED for GINGIVAL PAIN but Resolved Date and/or Time
are missing.  Please reconcile.

time unknown

time 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:
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R288108013

P3880_0342 R404573823811

AE.3

AE 40PAGE_40

Severity 1

CURRENT

Confirmed

UNIVARIATE

Resolved-Response Edited

Value for Severity has not been supplied

severity 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:



Report run by Brian Saari at 05-MAR-2013 09:58:32 83Page

Deleted CRFs Report




