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Abc 123

Abc 123

CD_001

All statuses

All statuses

R5007

R5007

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









02.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





03.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





04.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 audit history for this CRF

Click here to navigate to discrepancy details for this CRF









12.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









42.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF











46.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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R258640513

Page_02

CD_001

R5007 Screening
02

Ic Page number 2 Screening

IE

Inclusion
Criteria Answer

Inclusion
Criteria Answer

6

6

YES

NO

NO

YES

17-JUL-2009 12:25:32

21-OCT-2009 11:34:48

Sharon Ladenes

Sharon Ladenes

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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Page_03

CD_001

R5007 Screening
03

Ec Page number 3 Screening

IE

Exclusion
Criteria Answer

Exclusion
Criteria Answer

2

2

NO

NAM

NAM

NO

17-JUL-2009 12:00:05

23-JUL-2009 12:16:47

Sharon Ladenes

Sharon Ladenes

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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R258641213

Page_04

CD_001

R5007 Screening
04

Elig Page number 4 Screening

IE

Did the subject
meet all of the
inclusio

Did the subject
meet all of the
inclusio

1

1

YES

NO

NO

YES

17-JUL-2009 12:26:52

29-JUL-2009 18:19:02

Sharon Ladenes

Sharon Ladenes

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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R258641913

Page_07

CD_001

R5007 Screening
07

Lb Page number 7 Screening

LB

Requisition
Number 2 (if
applicable): (2)

Requisition
Number 2 (if
applicable): (2)

1

1

187-967-0007-0

187-967-0007-0

31-MAR-2010 12:10:11

26-APR-2010 11:21:14

Sharon Ladenes

Sharon Ladenes

Data Entry Error

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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R258643213

Page_09

CD_001

R5007 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Does the subject
have any
relevant medic

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

1

1

1

1

1

1

2

2

2

2

2

00-MAR-2009

00-MAR-2009

NOSE FRACTURE

YES

1

00-00-2002

00-00-2002

APPENDECTOMY

2

<Row Deleted>

<Row Deleted>

<Row Deleted>

NO

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

09-OCT-2009 16:05:34

09-OCT-2009 16:05:34

09-OCT-2009 16:05:34

09-OCT-2009 16:05:34

09-OCT-2009 16:05:34

09-OCT-2009 16:05:34

09-OCT-2009 16:05:34

09-OCT-2009 16:05:34

09-OCT-2009 16:05:34

09-OCT-2009 16:05:34

09-OCT-2009 16:05:34

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

2

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row
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Changed To
Impact on
resequence

On
By
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Comment



Report run by Brian Saari at 06-MAR-2013 15:55:33 65Page

R258604913

Page_12

CD_001

R5007 Screening
12

Pe Page number 12 Screening

MH1

Does the subject
have any
abnormal findi

Findings

Sequence Number

Findings

Sequence Number

Findings

Findings

Sequence Number

1

1

1

2

2

3

3

3

YES

SKIN - APPENDECTOMY SCAR

1

SKIN - SCAR ON BACK OF
RIGHT HAND

2

SKIN - SCAR IB LEFT
THUMB

SKIN - SCAR ON LEFT
THUMB

3

NO

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

SKIN - SCAR ON LEFT
THUMB

<Row Deleted>

<Row Deleted>

09-OCT-2009 16:06:46

09-OCT-2009 16:06:46

09-OCT-2009 16:06:46

09-OCT-2009 16:06:46

09-OCT-2009 16:06:46

16-JUL-2009 17:28:47

09-OCT-2009 16:06:46

09-OCT-2009 16:06:46

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Pass1

Data Entry Error

Data Entry Error

2

Document #:

Patient
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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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Comment
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R258604713

Page_39

CD_001

R5007 Pcm
39

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

20-JUL-2009 19:28:26

03-SEP-2009 14:35:23

Sharon Ladenes

Sharon Ladenes

Key Change

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
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R258604713

Page_39

CD_001

R5007 Pcm
39

Pcm Page number 39 Pcm

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Dose

Drug Modified
Reported Term

Drug name

Drug name

Frequency

1

1

1

1

1

1

1

1

1

1

1

1

1

THRYOID MEDICATION -
NAME UNKNOWN

THRYOID MEDICATION -
NAME UNKNOWN

H

SYSTEMIC HORMONAL
PREP.,EXCL.SEX HORM.AND
INSULIN, H

H03

THYROID THERAPY, H03

H03A

THYROID PREPARATIONS,
H03A

H03AA

THYROID HORMONES, H03AA

100

THYROID MEDICATION -
NAME UNKNOWN

THRYOID MEDICATION -
NAME UNKNOWN

THYROID MEDICATION -
NAME UNKNOWN

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

17-DEC-2009 15:20:31

26-APR-2010 12:25:24

17-DEC-2009 15:20:31

26-APR-2010 12:21:51

17-DEC-2009 15:20:31

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Sharon Ladenes

Joanne Mccaigue

Sharon Ladenes

Joanne Mccaigue

Sharon Ladenes

Obvious spelling
correction.  JLM
26Apr2010

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Row Inserted

Data Change

Row Inserted

ODM/SEC

Row Inserted

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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Page_39

CD_001

R5007 Pcm
39

Pcm Page number 39 Pcm

CM1

Frequency

Has the subject
taken any
medications pr

Indication

Indication

Ongoing

Preferred Term

Preferred Term
Code

Start Date

Stop Date

Unit

Unit

other, specify
(frequency)

other, specify
(unit)

1

1

1

1

1

1

1

1

1

1

1

1

1

NO

THYROID

MILLIGRAMS

EVERY DAY

YES

THYROID

UNKNOWN

THYROID

00053701001

00-00-2005

20-JUN-2009

MILLIGRAMS

MICROGRAMS

17-DEC-2009 15:24:32

17-DEC-2009 15:20:31

17-DEC-2009 15:20:31

21-JAN-2010 11:32:11

17-DEC-2009 15:20:31

26-APR-2010 14:24:56

26-APR-2010 14:24:56

17-DEC-2009 15:20:31

17-DEC-2009 15:20:31

17-DEC-2009 15:20:31

19-JAN-2010 12:33:47

17-DEC-2009 15:20:31

17-DEC-2009 15:20:31

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Joanne Mccaigue

Joanne Mccaigue

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Change

Data Change

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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R260481613

Page_42

CD_001

R5007 Additional Lab
42

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

29-JUL-2009 18:27:06

29-JUL-2009 18:27:35

Sharon Ladenes

Sharon Ladenes

Data Entry Error

Data Entry Error

0

Document #:

Patient
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Visit

Visit Date

CRF
CRF Page
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Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Row
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Changed To
Impact on
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On
By
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R260481613

Page_42

CD_001

R5007 Additional Lab
42

Lb Page number 42 Additional Lab

LB

Were any
additional
Laboratory
evaluatio

Clinically
Significant
(additional) (2)

Comments

Date

Requisition
Number
(additional
labs) (4)

Test Code ID CS
Labs only

Test Name CS
Labs only

1

2

2

2

2

2

2

NO

NO

29-JUN-2009

181-967-0052-0

21-OCT-2009 11:38:14

29-JUL-2009 18:21:18

29-JUL-2009 18:21:18

29-JUL-2009 18:21:18

29-JUL-2009 18:21:18

29-JUL-2009 18:21:18

29-JUL-2009 18:21:18

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

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

Field
Row

Changed From

Changed To
Impact on
resequence

On
By
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Comment
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R275171213

Page_46

CD_001

R5007 Study Competion
46

Ds Page number 46 Study Competion

DS

Date the subject
completed OR
withdrew f

Other specify
(2)

Other specify
(2)

Reason for
withdrawal

1

1

1

1

17-JUL-2009

SUBJECT NEVER RETURNED
WEEK 1 TELEPHONE CALL

SUBJECT LOST TO FOLLOW-
UP

OTHER

06-JUL-2009

SUBJECT LOST TO FOLLOW-
UP

LOST

17-DEC-2009 17:51:13

10-NOV-2009 17:42:10

17-DEC-2009 15:18:22

17-DEC-2009 15:18:22

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

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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R258604913

CD_001 R50071765647413

SCREENING

PE 12PAGE_12

Does the subject have any abnormal findi 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO

Please check No and delete lines 1-3.

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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R258640513

CD_001 R50071765647213

SCREENING

IC 2PAGE_02

Inclusion Criteria Answer 6

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

YES

Per source, this should be yes.

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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R258641913

CD_001 R500793271611

SCREENING

LB 7PAGE_07

Requisition Number 2 (if applicable): 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

Per PM, please remove serology req # 187-967-0007-0

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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R258643213

CD_001 R50071790107713

SCREENING

MH 9PAGE_09

Does the subject have any relevant medic 1

CURRENT

Due Diligence

MANUAL

Resolved-Response Edited

NO

In reviewing the con meds today, I see that the subject was taking a thyroid medicatin,
however there is not a medical condition listed on source other than the con-med page.
Please clarify.

Subject lost to followup - no contact

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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R258604713

CD_001

CD_001

CD_001

R5007

R5007

R5007

1790105713

46034611

35441211

PCM

PCM

PCM

PCM

PCM

PCM

39

39

39

PAGE_39

PAGE_39

PAGE_39

Has the subject taken any medications pr

Indication

Unit

1

1

1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

YES

UNKNOWN

MICROGRAMS

Please provide source, med. hx states OTC for heartburn.

Since the source does not specify the specific thyroid indication, please enter unk for
indication.  Please add resolution comment regarding subject lost to follow-up.

Please review source for units. This medication is usually in micrograms.  Have the staff
clarify source entry and amend the CRF page if applicable.

Source found, please enter thyroid med listed on conmed 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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CD_001 R500798556311

PCM

PCM 39PAGE_39

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

Please verify subject did not have any medical history of 'hypothyroidism.'

unable to contact subject - 3 attempts made.  Lost to followup

Verified.  JLM 20Apr2010

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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R275171213

CD_001 R50071789619813

STUDY COMPETION

DS 46PAGE_46

Reason for withdrawal 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

LOST

You can actually check box for Lost to follow and delete other and comment.

Document #:

Discrepancy ID:

Visit:

CRF:
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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




