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Abc 123

Abc 123

CDB_001

All statuses

All statuses

R1006

R1006

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















15.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









17.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.OS.1

OverFlow Section For Document Number R243399813

SUBJECT DID NOT COMPLETE WEEK 6 DIARY1



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

Click here to navigate to discrepancy details for this CRF



















29.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

















36.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



















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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R243396013

Page_09

CDB_001

R1006 Screening
09

Mh Page number 9 Screening

MH1

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Sequence Number

1

1

1

1

1

00-00-2005

POSTMENOPAUSAL-NCS

POSTMENOPAUSAL-

1.

POSTMENOPAUSAL-

POSTMENOPAUSAL

CHECKED

1

03-MAR-2010 15:10:53

10-NOV-2009 13:21:43

18-DEC-2009 12:05:37

03-MAR-2010 15:10:53

02-MAR-2010 11:15:40

Christina Breedlove

Rossana Matos

Christina Breedlove

Christina Breedlove

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

Data Entry Error

Data Entry Error

Investigator
Correction

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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R243398813

Page_15

CDB_001

R1006 Baseline, Week 0
15

Sc Page number 15 Baseline, Week 0

SC

Actual Time

1

1706

1710

23-JUN-2009 16:31:23

Sharon Daly

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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R243399313

Page_17

CDB_001

R1006 Ip, Week 6
17

Vs Page number 17 Ip, Week 6

VS

Actual Time

Actual Time

1

1

0833

0833

0838

24-APR-2009 12:30:58

18-MAY-2009 16:36:35

Christina Breedlove

Sharon Daly

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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R243399813

Page_20

CDB_001

R1006 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

Comments (HDYF)
(8)

Comments
(compliant) (4)

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
asked HDYF? (8)

1

1

1

1

1

1

1

NO PHONE CONTACT AT WEEK
5

STILL SMOKING

84

ND

NO

SUBJECT DID NOT COMPLETE
WEEK 6 DIARY

ND

UNK

YES

23-JUN-2009 16:36:38

23-JUN-2009 16:47:25

23-JUN-2009 16:47:25

23-JUN-2009 16:36:38

23-JUN-2009 16:47:25

18-DEC-2009 12:06:39

23-JUN-2009 16:36:38

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Christina Breedlove

Sharon Daly

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Investigator
Correction

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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R252830213

Page_21

CDB_001

R1006 Ip, Week 8
21

Status Review Page number 21 Ip, Week 8

CHKYN

If Subject was
not compliant,
approximat (5)
1

10

70

10-JUL-2009 12:47:36

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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R256165913

Page_29

CDB_001

R1006 Ip, Week 16
29

Pe Page number 29 Ip, Week 16

MH1

Findings

1

RIGHT ANKLE SPRAIN- NCS

RIGHT ANKLE SPRAIN

18-DEC-2009 12:07:37

Christina Breedlove

Investigator
Correction

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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R272630813

Page_36

CDB_001

R1006 Fu, Week 28
36

Pe Page number 36 Fu, Week 28

MH1

Does the subject
have any
abnormal findi

Does the subject
have any
abnormal findi

Findings

Findings

Sequence Number

Sequence Number

1

1

1

1

1

1

YES

NO

WELL HEALED SURGICAL
SCAR

1

NO

YES

RIGHT ANKLE SPRAIN HAS
RESOLVED FOR STUDY
PURPOSES

1

02-DEC-2009 10:25:02

20-JAN-2010 09:50:56

02-DEC-2009 10:25:02

20-JAN-2010 09:50:56

02-DEC-2009 10:25:02

20-JAN-2010 09:50:56

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Removed surgical
scar per query

Data Entry Error

Validation Status
changed

Data Entry Error

Validation Status
changed

Data Entry Error

Validation Status
changed

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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R272631713

Page_38

CDB_001

R1006 Fu, Week 28
38

Status Review Page number 38 Fu, Week 28

CHKYN

If Subject was
not compliant,
approximat (5)
1

UNKNOWN

84

02-DEC-2009 10:26:08

Christina Breedlove Week 28 diary
entry confirmed

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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R243396013

CDB_001

CDB_001

R1006

R1006

76393611

1789241713

SCREENING

SCREENING

MH

MH

9

9

PAGE_09

PAGE_09

Date of Resolution

Diagnosis/Procedure

1

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

No Action Required

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

POSTMENOPAUSAL

Please verify removing date of resolution and checking ongoing as post-menopausal is a
continuous condition.

Please delete the dash.

per query

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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R243398813

CDB_001 R10061677915013

BASELINE, WEEK 

SC 15PAGE_15

Actual Time 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

1710

Please verify time per updated conventions.

data correction

data correction

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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R243399313

CDB_001 R10061650101613

IP, WEEK 6

VS 17PAGE_17

Actual Time 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

0838

Please verify time taken per source.

data correction

data correction

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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R243399813

CDB_001

CDB_001

CDB_001

R1006

R1006

R1006

1678302113

1678302013

1678301913

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 (HDYF)

Comments (compliant)

If Subject was not compliant, approximat

1

1

1

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

No Action Required

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

UNK

Please delete comment

Please remove comment

Please verify should be UNK.

data correction

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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R252830213

CDB_001 R10061678303413

IP, WEEK 8

STATUS REVIEW 21PAGE_21

If Subject was not compliant, approximat 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

70

Please verify per source.  Enter number smoked over entire week, not per day.

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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R256165913

CDB_001 R10061718467113

IP, WEEK 16

PE 29PAGE_29

Findings 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

RIGHT ANKLE SPRAIN

Please delete NCS and dash.

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 16:59:16 74Page

R272630813

CDB_001

CDB_001

R1006

R1006

1789246513

43017311

FU, WEEK 28

FU, WEEK 28

PE

PE

36

36

PAGE_36

PAGE_36

Does the subject have any abnormal findi 1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

YES

Please verify finding not relevant, should be deleted.

please enter "right ankle pain- resolved for study purposes" per source.

Removed surgical scar per query

Removed surgical scar per query

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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R272631713

CDB_001 R10061789250013

FU, WEEK 28

STATUS REVIEW 38PAGE_38

If Subject was not compliant, approximat 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

84

Please verify per week 28 diary number of cigarettes smoked is 84.

Week 28 diary entry confirmed

Week 28 diary entry confirmed

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




