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Abc 123

Abc 123

CP_001

All statuses

All statuses

R3013

R3013

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











03.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF











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 discrepancy details for this CRF





10.LINKS

Links to Discrepancy and Audit Sections

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

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

































31.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









34.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 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















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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R243393813

Page_03

CP_001

R3013 Screening
03

Ec Page number 3 Screening

IE

Exclusion
Criteria Answer
2

NAM

NO

02-JUN-2009 16:04:33

Tricia Hunt

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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R243394613

Page_07

CP_001

R3013 Screening
07

Lb Page number 7 Screening

LB

Were there any
clinically
significant la
(1)
1

NO

14-MAY-2009 11:15:39

Tricia Hunt

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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R243396213

Page_11

CP_001

R3013 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Findings*

3

NE

NO

02-JUN-2009 16:22:43

Tricia Hunt correct per edc
guilelines.

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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R243397113

Page_16

CP_001

R3013 Sptp, Weeks 1-4
16

Status Review Page number 16B Sptp, Weeks 1-4

CHKYN

Approximately
how many
cigarettes did
th (10)
1

30

35

09-NOV-2009 14:37:50

Marilyn Mindolovich

Investigator
Correction

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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R266340013

Page_31

CP_001

R3013 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

If Subject was
not compliant,
approximat (5)
1

1

7

09-NOV-2009 14:43:19

Marilyn Mindolovich

Investigator
Correction

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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R275088613

Page_34

CP_001

R3013 Fu, Week 28
34

Lb Page number 34 Fu, Week 28

LB

Requisition
Number 1: (1)

Were there any
clinically
significant la
(1)

1

1

NA

NO

09-NOV-2009 14:44:56

09-NOV-2009 14:44:56

Marilyn Mindolovich

Marilyn Mindolovich

Investigator
Correction

Investigator
Correction

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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R250281113

Page_40

CP_001

R3013 Ae
40

Ae Page number 40 Ae

AE1

Ongoing

Outcome to Date

Resolved Date

Resolved Time

1

1

1

1

CHECKED

CONT WITHOUT TREATMENT

RECOVERED

25-JUN-2009

UNK

31-AUG-2009 22:03:03

31-AUG-2009 22:03:03

31-AUG-2009 22:03:03

31-AUG-2009 22:03:03

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Data Entry Error

Data Entry Error

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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R266340213

Page_40

CP_001

R3013 Ae.1

Ae Page number 40 Ae.1

AE1

Ongoing

Outcome to Date

Resolved Date

Resolved Time

1

1

1

1

CHECKED

CONT WITHOUT TREATMENT

RECOVERED

18-SEP-2009

UNK

09-NOV-2009 14:58:02

22-JAN-2010 14:37:18

09-NOV-2009 14:58:02

09-NOV-2009 14:58:02

Marilyn Mindolovich

Tricia Hunt

Marilyn Mindolovich

Marilyn Mindolovich

Investigator
Correction

Data Entry Error

Investigator
Correction

Investigator
Correction

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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R243394613

CP_001 R30131639319413

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 answer CS question.

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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R243395113

CP_001 R30131639319513

SCREENING

MH 9PAGE_09

Diagnosis/Procedure 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

PHOTOPHOBIA

Please verify that photophobia is the correct medical term for what the subject
documented on the med. hx source.

Photophobia means excessive sensitivity to light. Photophobia is the proper medical term
for subjects condition.

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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R243396213

CP_001 R30131639319813

SCREENING

ORAL HEALTH EXA 11PAGE_11

Date 3

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

20090326

This information is not documented in source.

correct per edc guildlines.

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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R243756213

CP_001 R301374033411

SCREENING

SMOKING HISTORY 10PAGE_10

Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090428

Please verify date of smoking history (28-Apr-2009) as it is inconsistent with all other
Screening assessment dates (26-Mar-2009).

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 3 phone call.

See comment.

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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R243397113

CP_001 R30131780389213

SPTP, WEEKS 1-4

STATUS REVIEW 16BPAGE_16

Approximately how many cigarettes did th 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

35

Per source, subject smoked 35 cigs.  Please verify.

changed

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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R266340013

CP_001 R30131780391013

IP, WEEK 16

STATUS REVIEW 31PAGE_31

If Subject was not compliant, approximat 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

7

Return questionnaire not completed during visit, however wk 16 diary that was reviewed
during the visit states 1 cig / day, please revise CRF entry to reflect weekly amount.

done

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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R275088613

CP_001 R30131780404513

FU, WEEK 28

LB 34PAGE_34

Requisition Number 1: 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NA

Please enter NA for req. # and No for CS questioon.

done

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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R250281113

CP_001

CP_001

R3013

R3013

20538911

20528211

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 PHARYNGITIS but Resolved Date and/or Time are
missing.  Please reconcile.

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

Time resolved is UNK. Data is complete per source.

Time resolved is UNK. Data is complete per source.

Time resolved is UNK. Data is complete per source.

Time resolved is UNK. Data is complete per source.

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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R266340213

CP_001

CP_001

CP_001

R3013

R3013

R3013

1780408713

20528311

71441711

AE.1

AE.1

AE.1

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Ongoing 1

CURRENT

CURRENT

CURRENT

Confirmed

No Action Required

No Action Required

MANUAL

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

Per source, this has resolved.

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

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

corrected

Time resolved is UNK. Data is complete per source.

Resolved date and time are complete per source.

Time resolved is UNK. Data is complete per source.

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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Deleted CRFs Report




