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R3001
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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.
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Ending patient:
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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.OS.1

OverFlow Section For Document Number R240189513

RECURRENT BACK PAIN - VEHICLE ACCIDENT1





10.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





11.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF









14.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







18.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





































35.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.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





40.U1.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





41.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





42.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





43.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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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R240189213

Page_07

CP_001

R3001 Screening
07

Lb Page number 7 Screening

LB

Requisition
Number 1: (1)
1

NA

14-MAY-2009 11:13:50

Tricia Hunt

Data Entry Error
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Document #:
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Visit Date

CRF
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Section Date

Qualifying Prompt Qualifying Value Section Visit 
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Row
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Impact on
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On
By

Reason

Comment
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R244402113

Page_10

CP_001

R3001 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

If yes, how many
(other attempts
to quit (6)
1

100

30

18-MAR-2010 15:03:06

Tricia Hunt

Data Entry Error

1

Document #:
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Visit

Visit Date
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Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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R240189913

Page_11

CP_001

R3001 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Findings*

3

NE

NO

17-JUN-2009 11:53:08

Tricia Hunt

CRA Correction

1

Document #:
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Visit

Visit Date
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Section Date
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Changed To
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R240190213

Page_14

CP_001

R3001 Baseline, Week 0
14

Eco Page number 14 Baseline, Week 0

EX1

%COHb

ECO Level

1

1

0.9

2

00.9

002

24-APR-2009 11:50:16

24-APR-2009 11:50:16

Kyle Freadman

Kyle Freadman

Corrected per
query.

Corrected per
query.

Data Entry Error

Data Entry Error
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R243392513

Page_16

CP_001

R3001 Sptp, Weeks 1-4
16

Status Review Page number 16.1 Sptp, Weeks 1-4

CHKYN

Approximately
how many
cigarettes did
th (11)

Approximately
how many
cigarettes did
th (11)

1

1

5

35

35

5

13-AUG-2009 16:33:49

06-OCT-2009 16:06:42

Tricia Hunt

Heather Aiona

Updated to
accomidate per
week total.

Data Entry Error

Investigator
Correction

1

Document #:
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CRF
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Section
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R249756713

Page_18

CP_001

R3001 Ip, Week 6
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Lb Page number 18 Ip, Week 6

LB

Were there any
clinically
significant la
(1)
1

NO
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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



Report run by Brian Saari at 06-MAR-2013 13:24:19 71Page

R274779013

Page_35

CP_001

R3001 Fu, Week 28
35

Oral Health Exam Page number 35 Fu, Week 28

EX1

Date

Date
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Findings*

1

2

3

3

NE

14-SEP-2009

14-SEP-2009

14-SEP-2009

NO

19-OCT-2009 14:09:37

19-OCT-2009 14:09:37

19-OCT-2009 14:09:37

26-OCT-2009 12:54:53

Heather Aiona
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Data Entry Error

Data Entry Error
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R274782613

Page_41
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R3001 Additional Ecg
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CRF Header
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1

Y

N
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R274782813
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R3001 Additional Lab
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CRF Header

DCI Blank Flag

1

Y

N
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Heather Aiona
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Page_43
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N

19-OCT-2009 17:04:12
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Data Entry Error

0

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



Report run by Brian Saari at 06-MAR-2013 13:24:19 75Page

R240189213

CP_001 R30011646807113

SCREENING

LB 7PAGE_07

Requisition Number 1: 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NA

Please enter NA for requisition number.

Discrepancy Detail Report
Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:
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Visit Date:

Section:

Patient:
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Row:
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CP_001

R3001

R3001

74011411

83877411

SCREENING

SCREENING

SMOKING HISTORY

SMOKING HISTORY

10

10

PAGE_10

PAGE_10

Date

If yes, how many (other attempts to quit

1

1

CURRENT

CURRENT

Confirmed

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

20090429

30

Please verify date of smoking history (29-Apr-2009) as it is inconsistent with all other
Screening assessment dates (18-Feb-2009).

Please verify response of '100'. Please confirm or amend if needed.

The date is correct. A new version of the supplement med hx questionnaire was released on
03Apr2009 to cover missing questions. The questionnaire was completed verbally during the
week 8 phone call.

Corrected entry

See comment.
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Discrepancy ID:
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Visit:

CRF:

CRF:

Field:

Field:

Value Text:

Value Text:
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Qualifying Value:

Row:

Row:
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R240190213

CP_001 R30011626130713

BASELINE, WEEK 

ECO 14PAGE_14

ECO Level 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

002

Print out of CRF page shows _ _ _ ppm and  _ _._ % for ECO data.  Please use lead-in
zeros when entering data.

Please revise this page for all subjects.

Document #:

Discrepancy ID:

Visit:
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Qualifying Value:
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R243392513

CP_001 R30011666113213

SPTP, WEEKS 1-4

STATUS REVIEW 16.1PAGE_16

Approximately how many cigarettes did th 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

5

Please verify that the total number of Cigs/week should be 5. Per instructions the phone
call amount is the amount to be entered.

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:
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Internal Comment:
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Resolution Text:
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Visit Date:

Section:
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Row:
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R249756713

CP_001 R30011666128313

IP, WEEK 6

LB 18PAGE_18

Were there any clinically significant la 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NO

Per the revised guidelines, please answer this question No.

Document #:

Discrepancy ID:

Visit:
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Field:

Value Text:
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Discrepancy:

Internal Comment:

Resolution Type:
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Row:
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R274779013

CP_001 R30011779445313

FU, WEEK 28

ORAL HEALTH EXA 35PAGE_35

Findings* 3

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO

Please change NE to No per global NTF.

done

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:
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Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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R266331813

CP_001

CP_001

R3001

R3001

20537611

20527211

AE

AE

AE

AE

40

40

PAGE_40

PAGE_40

CURRENT

CURRENT

No Action Required

No Action Required

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

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

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

The time resolved is UNK. This information is complete per source.

The time resolved is UNK. This information is complete per source.

This is correct. The time AE ended is unknown, only the date was given, per source.

The time resolved is UNK. This information is complete per source.
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Discrepancy ID:

Visit:

Visit:

CRF:

CRF:

Field:

Field:

Value Text:

Value Text:
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Type:
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Discrepancy:
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Section:
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CP_001

CP_001

R3001

R3001

20537711

20527311

AE.1

AE.1

AE

AE

40

40

PAGE_40

PAGE_40

CURRENT

CURRENT

No Action Required

No Action Required

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

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

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

The time resolved is UNK. This information is complete per source.

The time resolved is UNK. This information is complete per source.

The time resolved is UNK. This information is complete per source.

The time resolved is UNK. This information is complete per source.
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