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Abc 123

Abc 123

CDB_001

All statuses

All statuses

R1007

R1007

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



















07.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







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















15.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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



























32.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.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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R243401213

Page_07

CDB_001

R1007 Screening
07

Lb Page number 7 Screening

LB

Were there any
clinically
significant la
(1)
1

NO

24-JUN-2009 11:00:13

Rossana Matos

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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R243401413

Page_09

CDB_001

R1007 Screening
09

Mh Page number 9 Screening

MH1

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

1

1

1

1

00-00-2005

MENOPAUSE- NCS

1.

MENOPAUSE

CHECKED

1

03-MAR-2010 15:11:41

10-NOV-2009 13:22:20

03-MAR-2010 15:11:41

02-MAR-2010 11:17:30

Christina Breedlove

Rossana Matos

Christina Breedlove

Krysia Magnuson 1. to 1 (removed
decimal). KAY
02Mar2010.

Data Entry Error

Data Entry Error

Data Entry Error

ODM/SEC

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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R243402013

Page_15

CDB_001

R1007 Baseline, Week 0
15

Sc Page number 15 Baseline, Week 0

SC

Actual Time

1

1106

1112

15-JUN-2009 15:46:49

Christina Breedlove

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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R252829013

Page_20

CDB_001

R1007 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

Comments (how
many cigarettes)
(5)

Comments (how
many cigarettes)
(5)

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

Was Subject
compliant (4)

1

1

1

1

1

1

SUBJECT COMMENTED ON
RETURN QUESTIONNAIRE
THAT THEY SMOKED ON THE
EVENING OF 23APR2009 AND
THEY SMOKED AT 05:00 AM
ON 24APR2009.

21

2

YES

SUBJECT COMMENTED ON
RETURN QUESTIONNAIRE
THAT THEY SMOKED ON THE
EVENING OF 23APR2009 AND
THEY SMOKED AT 05:00 AM
ON 24APR2009.

21

2

UNK

NO

17-DEC-2009 13:39:47

17-DEC-2009 15:14:39

01-JUL-2009 14:08:55

17-DEC-2009 13:39:47

17-DEC-2009 15:14:39

01-JUL-2009 14:08:55

Christina Breedlove

Christina Breedlove

Rossana Matos

Christina Breedlove

Christina Breedlove

Rossana Matos

changed to unknown

Data Entry Error

Data Entry Error

Data Entry Error

Investigator
Correction

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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R262982213

Page_32

CDB_001

R1007 Fu, Week 20 & 24
32

Status Review Page number 32.1 Fu, Week 20 & 24

CHKYN

If Subject was
not compliant,
approximat (5)
1

0 02-DEC-2009 10:37:05

Christina Breedlove Confirmed to be
(blank)

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
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R254150913

Page_39

CDB_001

R1007 Pcm
39

Pcm Page number 39 Pcm

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Ongoing

Stop Date

1

1

1

1

1

1

1

1

1

1

G

GENITO URINARY SYSTEM
AND SEX HORMONES, G

G02

OTHER GYNECOLOGICALS,
G02

G02C

OTHER GYNECOLOGICALS,
G02C

G02CC

ANTIINFLAMMATORY
PRODUCTS FOR VAGINAL
ADMINISTRAT., G02CC

CHECKED

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

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

M01AE

PROPIONIC ACID
DERIVATIVES, M01AE

08-APR-2009

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

02-DEC-2009 10:38:34

02-DEC-2009 10:38:34

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Christina Breedlove

Christina Breedlove

Confirmed Naproxen
was used one time
only & is not
ongoing

Confirmed Naproxen
was used one time
only & is not
ongoing

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Data Entry Error

Data Entry Error

1

Document #:

Patient
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Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Row

Changed From
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R243401213

CDB_001 R10071677917713

SCREENING

LB 7PAGE_07

Were there any clinically significant la 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NO

Please verify.

data entered

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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R243401413

CDB_001 R100776393711

SCREENING

MH 9PAGE_09

Date of Resolution 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

Please verify removing date of resolution and checking ongoing as menopause is a
continuous condition.

per query

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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R252829013

CDB_001

CDB_001

CDB_001

R1007

R1007

R1007

22420411

21766011

1678322113

IP, WEEK 6

IP, WEEK 6

IP, WEEK 6

STATUS REVIEW

STATUS REVIEW

STATUS REVIEW

20

20

20

PAGE_20

PAGE_20

PAGE_20

Comments (how many cigarettes)

If Subject was not compliant, approximat

Was Subject compliant

1

1

1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

UNK

NO

Please provide source.  Or enter UNK if number of cigs smoked is unknown.

Please verify per comment on return questionaire that the subject did smoke.

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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R262982213

CDB_001 R10071790256613

FU, WEEK 20 & 2

STATUS REVIEW 32.1PAGE_32

If Subject was not compliant, approximat 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

Please verify per guidelines should be left blank if answer is 0.

Confirmed to be (blank)

Confirmed to be (blank)

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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R254150913

CDB_001 R10071790257013

PCM

PCM 39PAGE_39

Stop Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090408

Please verify per source not ongoing.

Confirmed Naproxen was used one time only & is not ongoing

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




