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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
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Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF



























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









































39.LINKS

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

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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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.



Report run by Brian Saari at 05-MAR-2013 12:43:27 59Page

R256961613

Page_04

P3880_0342

R4042 Screening
04

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

14-JAN-2010 14:13:51

14-JAN-2010 14:14:09

Kim Freschly

Kim Freschly

Data Entry Error

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 05-MAR-2013 12:43:27 60Page

R256961613

Page_04

P3880_0342

R4042 Screening
04

Elig Page number 4 Screening

IE

Category

Category

Did the subject
meet all of the
inclusio

Did the subject
meet all of the
inclusio

Did the subject
meet all of the
inclusio

Exemption
Granted?

Exemption
Granted?

Explanation (1)

Explanation (1)

If Yes, Date
Granted

If Yes, Date
Granted

Inclusion/Exclus
ion No.

1

1

1

1

1

1

1

1

1

1

1

1

E

YES

NO

YES

BLOOD PRESSURE OUT OF
RANGE, NCS PER PI

05-MAY-2009

E

NO

YES

YES

YES

BLOOD PRESSURE OUT OF
RANGE, NCS PER PI

05-MAY-2009

6

07-JUL-2009 13:51:05

14-JAN-2010 14:13:09

07-JUL-2009 13:51:05

14-JAN-2010 14:12:37

14-JAN-2010 14:14:09

07-JUL-2009 13:51:05

14-JAN-2010 14:13:09

07-JUL-2009 13:51:05

14-JAN-2010 14:13:09

07-JUL-2009 13:51:05

14-JAN-2010 14:13:09

07-JUL-2009 13:51:05

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Row Inserted

Data Entry Error

Data Entry Error

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

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

Reason

Comment



Report run by Brian Saari at 05-MAR-2013 12:43:27 61Page

R256961613

Page_04

P3880_0342

R4042 Screening
04

Elig Page number 4 Screening

IE

Inclusion/Exclus
ion No.
1

6 14-JAN-2010 14:13:09

Kim Freschly

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



Report run by Brian Saari at 05-MAR-2013 12:43:27 62Page

R256962713

Page_07

P3880_0342

R4042 Screening
07

Lb Page number 7 Screening

LB

Date

1

07-JUL-2009

29-APR-2009

18-MAR-2010 17:19:48

Lana Glaser

CRA 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



Report run by Brian Saari at 05-MAR-2013 12:43:27 63Page

R256964913

Page_20

P3880_0342

R4042 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

If Subject was
not compliant,
approximat (5)
1

49

14-JAN-2010 14:15:45

Kim Freschly

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 05-MAR-2013 12:43:27 64Page

R288111413

Page_39

P3880_0342

R4042 Pcm
39

Pcm Page number 39 Pcm

CM1

Drug name

1

LEVAGUIN

LEVAQUIN

14-JAN-2010 14:20:52

Kim Freschly

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 05-MAR-2013 12:43:27 65Page

R256962413

Page_43

P3880_0342

R4042 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Actual Time

Actual Time

Body Temperature

Body Temperature

Body Temperature
Unit

Body Temperature
Unit

Comments (2)

Comments (2)

Date

Date

Diastolic Blood
Pressure

Diastolic Blood
Pressure

Diastolic Blood
Pressure unit

Diastolic Blood
Pressure unit

2

2

2

2

2

2

2

2

2

2

2

2

2

2

C

MMHG

<Row Deleted>

<Row Deleted>

C

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

MMHG

<Row Deleted>

02-MAR-2010 14:23:34

04-MAR-2010 13:26:10

02-MAR-2010 14:23:34

04-MAR-2010 13:26:10

02-MAR-2010 14:23:34

04-MAR-2010 13:26:10

02-MAR-2010 14:23:34

04-MAR-2010 13:26:10

02-MAR-2010 14:23:34

04-MAR-2010 13:26:10

02-MAR-2010 14:23:34

04-MAR-2010 13:26:10

02-MAR-2010 14:23:34

04-MAR-2010 13:26:10

Katherine Bauer

Kim Freschly

Katherine Bauer

Kim Freschly

Katherine Bauer

Kim Freschly

Katherine Bauer

Kim Freschly

Katherine Bauer

Kim Freschly

Katherine Bauer

Kim Freschly

Katherine Bauer

Kim Freschly

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

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 05-MAR-2013 12:43:27 66Page

R256962413

Page_43

P3880_0342

R4042 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Heart Rate

Heart Rate

Heart Rate Unit

Heart Rate Unit

Other, specify
(1)

Other, specify
(1)

Position
(Unscheduled)
(2)

Position
(Unscheduled)
(2)

Respiratory Rate

Respiratory Rate

Respiratory Rate
Unit

Respiratory Rate
Unit

Systolic Blood
Pressure

Systolic Blood
Pressure

2

2

2

2

2

2

2

2

2

2

2

2

2

2

BEATS/MINUTE

BREATHS/MINUTE

<Row Deleted>

BEATS/MINUTE

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

BREATHS/MINUTE

<Row Deleted>

<Row Deleted>

02-MAR-2010 14:23:34

04-MAR-2010 13:26:10

02-MAR-2010 14:23:34

04-MAR-2010 13:26:10

02-MAR-2010 14:23:34

04-MAR-2010 13:26:10

02-MAR-2010 14:23:34

04-MAR-2010 13:26:10

02-MAR-2010 14:23:34

04-MAR-2010 13:26:10

02-MAR-2010 14:23:34

04-MAR-2010 13:26:10

02-MAR-2010 14:23:34

04-MAR-2010 13:26:10

Katherine Bauer

Kim Freschly

Katherine Bauer

Kim Freschly

Katherine Bauer

Kim Freschly

Katherine Bauer

Kim Freschly

Katherine Bauer

Kim Freschly

Katherine Bauer

Kim Freschly

Katherine Bauer

Kim Freschly

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

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



Report run by Brian Saari at 05-MAR-2013 12:43:27 67Page

R256962413

Page_43

P3880_0342

R4042 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Systolic Blood
Pressure unit

Systolic Blood
Pressure unit

2

2

MMHG

MMHG

<Row Deleted>

02-MAR-2010 14:23:34

04-MAR-2010 13:26:10

Katherine Bauer

Kim Freschly

Row Inserted

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



Report run by Brian Saari at 05-MAR-2013 12:43:27 68Page

R288112613

Page_46

P3880_0342

R4042 Study Competion
46

Ds Page number 46 Study Competion

DS

Other specify
(2)

Other specify
(2)

Reason for
withdrawal

Reason for
withdrawal

1

1

1

1

MISSED WEEK 16 VISIT

OTHER

MISSED WEEK 16 VISIT

OTHER

NA

14-JAN-2010 14:24:10

04-MAR-2010 10:32:15

14-JAN-2010 14:24:10

04-MAR-2010 10:32:15

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

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



Report run by Brian Saari at 05-MAR-2013 12:43:27 69Page

R256962713

P3880_0342 R404287050611

SCREENING

LB 7PAGE_07

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090429

Please verify date of Screening lab (07-Jul-2009) as it is inconsistent with all other
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This subject seems to have completed the study and one source states this.  The subject
did miss the Week 16 visit, but seems to have made the timing for the Week 28 visit to
complete the EOS procedures.
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