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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:
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05.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
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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
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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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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R243403613

Page_05

CP_001

R3014 Screening
05

Dm Page number 5 Screening

DM

Gender

1

MALE

FEMALE

16-JUN-2009 12:54:01

Tricia Hunt

Data Entry Error

1
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Comment
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R243403813

Page_07

CP_001

R3014 Screening
07

Lb Page number 7 Screening

LB

No (Specify
samples not
done, reason)/Co

No (Specify
samples not
done, reason)/Co

Were the
scheduled
laboratory
samples ob

Were the
scheduled
laboratory
samples ob

Were there any
clinically
significant la
(1)

1

1

1

1

1

FSH NOT PROCESSED DUE TO
LAB ERROR

YES

NO

FSH NOT PROCESSED DUE TO
LAB ERROR

NO

YES

NO

16-JUN-2009 13:06:16

13-AUG-2009 17:17:22

16-JUN-2009 13:06:16

13-AUG-2009 17:17:22

16-JUN-2009 13:06:16

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Deleted per query

Changed per query.
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Data Entry Error

CRA Correction

Data Entry Error

CRA Correction
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Page_12

CP_001

R3014 Screening
12

Pe Page number 12 Screening

MH1

Does the subject
have any
abnormal findi

Findings

Sequence Number

Findings

Sequence Number

1

1

1

2

2

YES

THORAX/LUNGS: INCREASED
BREATHING SOUNDS DIFFUSE

01

SKIN: MIDLINE SCAR ON
BACK

02

NO

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

16-JUN-2009 13:08:03

16-JUN-2009 13:08:03

16-JUN-2009 13:08:03
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Tricia Hunt

Tricia Hunt

Tricia Hunt
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CRA Correction
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CRA 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



Report run by Brian Saari at 06-MAR-2013 15:09:48 63Page
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Page_41

CP_001

R3014 Additional Ecg
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1

Y

N
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42
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N
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R266313513

Page_43

CP_001
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43
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1
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N
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R243403613

CP_001 R30141668720313

SCREENING

DM 5PAGE_05

Gender 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

FEMALE

Please change response to female.

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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R243403813

CP_001

CP_001

R3014

R3014

1718422313

1668738713

SCREENING

SCREENING

LB

LB

7

7

PAGE_07

PAGE_07

No (Specify samples not done, reason)/Co

Were the scheduled laboratory samples ob

1

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

YES

Please change the no to yes and delete comment regarding FSH.  Subject is not
postmenopausal.

Please verify that the answer should be NO and a comment regarding lab error in not
processing FSH sample.  Please enter the repeat FSH drawn on 30Mar09 in the additional
lab CRF pages.

Updated per query.

Document #:
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Discrepancy ID:
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Visit:
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CRF:

Field:

Field:

Value Text:

Value Text:
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R243403813

CP_001 R301474034411

SCREENING

UPREG 7PAGE_07

Result 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NEGATIVE

Please verify updating urine pregnancy test result to N/A as subject has a medical
history diagnosis/procedure indicating she is of non-childbearing potential.

A pregnancy test was completed on all female subjects even if thier medical history
stated  "non-childbearing potential". Please see note to file.

Document #:

Discrepancy ID:
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CP_001

R3014

R3014

1700282513

1700284213

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

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

Outcome to Date is equal to  RECOVERED for UPPER RESPIRATORY TRACT INFECTION but Resolved
Date and/or Time are missing.  Please reconcile.

time unk

time UNK
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Deleted CRFs Report




