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Abc 123
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All statuses

All statuses

R2031

R2031

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



















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











20.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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

















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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R264700813

Page_09

L0689282_2

R2031 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Does the subject
have any
relevant medic

Ongoing

Sequence Number

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

1

1

1

1

1

1

2

2

2

2

2

2

2

NO

00-00-1992

MILD HEADACHES

YES

CHECKED

01

17-DEC-2006

17-DEC-2006

TUBAL LIGATION

23-SEP-2009 17:03:09

23-SEP-2009 17:03:09

23-SEP-2009 17:03:09

23-SEP-2009 17:03:09

23-SEP-2009 17:03:09

23-SEP-2009 17:03:09

21-OCT-2009 17:05:18

22-OCT-2009 16:10:54

21-OCT-2009 17:05:18

22-OCT-2009 16:10:54

21-OCT-2009 17:05:18

22-OCT-2009 16:10:54

21-OCT-2009 17:05:18

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Diane Yann

Amanda Lynn

Diane Yann

Amanda Lynn

Diane Yann

Amanda Lynn

Diane Yann

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

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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R264700813

Page_09

L0689282_2

R2031 Screening
09

Mh Page number 9 Screening

MH1

Sequence Number

Sequence Number

2

2 02

21-OCT-2009 17:05:18

22-OCT-2009 16:10:54

Diane Yann

Amanda Lynn

Row Inserted

Data Entry Error

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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R264701813

Page_16

L0689282_2

R2031 Sptp, Weeks 1-4
16

Status Review Page number 16.1 Sptp, Weeks 1-4

CHKYN

Date

1

06-AUG-2009

13-AUG-2009

02-SEP-2009 14:12:53

Amanda Lynn

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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R271324513

Page_20

L0689282_2

R2031 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

If Subject was
not compliant,
approximat (5)
1

4

7

23-OCT-2009 14:29:06

Cindy Riojas Prakop

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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R271325213

Page_39

L0689282_2

R2031 Pcm.1

Pcm Page number 39 Pcm.1

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

1

1

1

1

1

1

1

1

1

1

1

1

1

D

DERMATOLOGICALS, D

D04

ANTIPRURITICS,INCL
ANTIHIST,ANESTHET,ETC.,
D04

D04A

ANTIPRURITICS,INCL
ANTIHIST,ANESTHET,ETC.,
D04A

D

R

DERMATOLOGICALS, D

RESPIRATORY SYSTEM, R

D04

R06

ANTIPRURITICS,INCL
ANTIHIST,ANESTHET,ETC.,
D04

ANTIHISTAMINES FOR
SYSTEMIC USE, R06

D04A

R06A

ANTIPRURITICS,INCL
ANTIHIST,ANESTHET,ETC.,
D04A

ANTIHISTAMINES FOR
SYSTEMIC USE, R06A

D04AA

26-APR-2010 10:36:00

26-APR-2010 14:24:56

26-APR-2010 10:36:00

26-APR-2010 14:24:56

26-APR-2010 10:36:00

26-APR-2010 14:24:56

26-APR-2010 10:36:00

26-APR-2010 14:24:56

26-APR-2010 10:36:00

26-APR-2010 14:24:56

26-APR-2010 10:36:00

26-APR-2010 14:24:56

26-APR-2010 10:36:00

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

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

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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R271325213

Page_39
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R2031 Pcm.1

Pcm Page number 39 Pcm.1

CM1

ATC4 Code

ATC4 Text

ATC4 Text

Preferred Term

Preferred Term
Code

Start Date

Stop Date

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

D04AA

ANTIHISTAMINES FOR
TOPICAL USE, D04AA

07-AUG-2009

07-AUG-2009

R06AA

ANTIHISTAMINES FOR
TOPICAL USE, D04AA

AMINOALKYL ETHERS, R06AA

DIPHENHYDRAMINE
HYDROCHLORIDE

00000402001

00-00-2009

00-00-2009

BENADRYL /00000402/

00000402002

26-APR-2010 14:24:56

26-APR-2010 10:36:00

26-APR-2010 14:24:56

26-APR-2010 10:36:00

26-APR-2010 10:36:00

12-APR-2010 12:41:34

12-APR-2010 12:41:34

26-APR-2010 10:36:00

26-APR-2010 10:36:00

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Amanda Lynn

Amanda Lynn

Carol Kraucyk

Carol Kraucyk

Data Change

Class. Change

Data Change

Class. Change

Class. Change

Data Entry Error

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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R264700813

L0689282_2

L0689282_2

R2031

R2031

1777352613

1737275713

SCREENING

SCREENING

MH

MH

9

9

PAGE_09

PAGE_09

Diagnosis/Procedure

Does the subject have any relevant medic

2

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

TUBAL LIGATION

YES

Please add tubal ligation, 17Dec2006

Please add ongoing Med Hx

Headaches

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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R264701813

L0689282_2 R20311737284213

SPTP, WEEKS 1-4

STATUS REVIEW 16.1PAGE_16

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090813

Please review date

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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R271325213

L0689282_2 R203198541611

PCM.1

PCM 39PAGE_39

Start Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

2009

Please verify dates.  Corresponding AE begins on 07Sep2009 and ends on 09Sep2009.

date was illogical on conmed and AE occured in september so date of adminstration is
going to have to be unknown.

Verified.  JLM 20Apr2010

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




