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Abc 123
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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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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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Page_03

P3880_0342

R4003 Screening
03

Ec Page number 3 Screening

IE

Exclusion
Criteria Answer
2

NAM

NO

10-JUN-2009 09:36:01

Kim Freschly

Data Entry Error

1
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Page_05
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R4003 Screening
05

Dm Page number 5 Screening

DM

Ethnicity

1 NOTHISP

01-APR-2009 09:29:01

Lana Glaser

CRA Correction

1

Document #:
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CRF
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R4003 Screening
09

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

20-OCT-2009 16:08:22

20-OCT-2009 16:08:37

Lana Glaser

Lana Glaser

Key Change

Data Entry Error

0

Document #:
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Visit

Visit Date

CRF
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Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Row
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R4003 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure
1

BARRET'S ESOPHAGUS

BARRETT'S ESOPHAGUS

12-APR-2010 10:03:22

Joanne Mccaigue Obvious spelling
correction.  JLM
12Apr2010

ODM/SEC

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
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On
By
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R4003 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Attempted to
quit (Nicotine
Replacement) (2)

Attempted to
quit (Other
attempts) (5)

Attempted to
quit (Other
attempts) (5)

Attempted to
quit (Other
cessation aids)
(4)

Attempted to
quit (Other
cessation aids)
(4)

Attempted to
quit
(Pharmaceuticals
) (3)

Comments (NRT)
(4)

Comments (other
attemps) (7)

Comments (other
cessation aids)
(6)

1

1

1

1

1

1

1

1

1

NO

YES

NO

NO

YES

NO

YES

NO

YES

YES

NO

YES

NICODERM

COLD TURKEY

SMOKING CESSATION CLASS

10-JUN-2009 09:36:28

10-JUN-2009 09:36:28

11-SEP-2009 11:07:50

10-JUN-2009 09:36:28

11-SEP-2009 11:07:50

10-JUN-2009 09:36:28

10-JUN-2009 09:36:28

11-SEP-2009 11:07:50

10-JUN-2009 09:36:28

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

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

1
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Visit Date

CRF
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R4003 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Comments (other
cessation aids)
(6)

Comments
(pharmaceuticals
) (5)

If Yes, how many
(nicotine
replacement) (3)

If Yes, how many
(other cessation
aids) (5)

If Yes, how many
(other cessation
aids) (5)

If Yes, how many
(pharmaceuticals
) (4)

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

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

1

1

1

1

1

1

1

1

SMOKING CESSATION CLASS

1

3

ZYBAN, CHANTIX

2

1

2

1

11-SEP-2009 11:07:50

10-JUN-2009 09:36:28

10-JUN-2009 09:36:28

10-JUN-2009 09:36:28

11-SEP-2009 11:07:50

10-JUN-2009 09:36:28

10-JUN-2009 09:36:28

11-SEP-2009 11:07:50

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

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
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R4003 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Findings*

3

NE

NO

10-JUN-2009 09:40:59

Kim Freschly

Data Entry Error

1

Document #:

Patient
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Visit
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CRF
CRF Page
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Page_12
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R4003 Screening
12

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

01-APR-2009 10:09:05

10-JUN-2009 09:41:44

Lana Glaser

Kim Freschly

Data Entry Error

Data Entry Error

0

Document #:
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CRF
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R4003 Screening
12

Pe Page number 12 Screening

MH1

Does the subject
have any
abnormal findi

Does the subject
have any
abnormal findi

Findings

Sequence Number

1

1

1

1

NO

NO

YES

PARTIAL UPPER DENTURES

1

20-OCT-2009 16:10:45

08-JAN-2010 09:43:01

08-JAN-2010 09:45:21

08-JAN-2010 09:45:21

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

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
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Page_16
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R4003 Sptp, Weeks 1-4
16

Status Review Page number 16 Sptp, Weeks 1-4

CHKYN

Approximately
how many
cigarettes did
th (10)

Was Subject's
use of study
product revie
(3)

1

1

NO

0

YES

17-APR-2009 15:56:50

17-APR-2009 15:56:50

Kim Freschly

Kim Freschly

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
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R4003 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

If Subject was
not compliant,
approximat (5)
1

10

56

09-JUL-2009 17:01:00

Kim Freschly diary states 8 per
day

Data Entry Error

1

Document #:
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Visit
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CRF
CRF Page
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Page_24
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R4003 Ip, Week 10
24

Status Review Page number 24 Ip, Week 10

CHKYN

If Subject was
not compliant,
approximat (5)
1

84

105

09-JUL-2009 17:05:32

Kim Freschly

Data Entry Error

1
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CRF
CRF Page
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R257355813

Page_26

P3880_0342

R4003 Ip, Week 16
26

Vs Page number 26 Ip, Week 16

VS

Actual Time

1

0804

0756

11-SEP-2009 11:11:06

Kim Freschly

Data Entry Error

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
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Changed To
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Page_31

P3880_0342

R4003 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

Was Subject's
smoking status
reviewed (2)
1

YES

09-JUL-2009 17:09:08

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
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R240070413

Page_39

P3880_0342

R4003 Pcm.2

Pcm Page number 39 Pcm.2

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Indication

1

1

1

1

1

1

1

1

1

A

ALIMENTARY TRACT AND
METABOLISM, A

A01

STOMATOLOGICAL
PREPARATIONS, A01

A01A

STOMATOLOGICAL
PREPARATIONS, A01A

A01AD

OTHER AGENTS FOR LOCAL
ORAL TREATMENT, A01AD

HEART CARE

B

BLOOD AND BLOOD FORMING
ORGANS, B

B01

ANTITHROMBOTIC AGENTS,
B01

B01A

ANTITHROMBOTIC AGENTS,
B01A

B01AC

PLATELET AGGREGATION
INHIBITORS EXCL.
HEPARIN, B01AC

CARDIAC PROPHYLAXIS

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

13-APR-2010 16:30:57

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Lana Glaser

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

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 08:50:19 85Page
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Page_40

P3880_0342

R4003 Ae
40

Ae Page number 40 Ae

AE1

Action Specify

Action Taken

Action Taken

High Level Group
Term

High Level Group
Term Code

High Level Term

High Level Term
Code

Lower Level Term

Lower Level Term
Code

Preferred Term

Preferred Term
Code

System Organ
Class

System Organ
Class Code

1

1

1

1

1

1

1

1

1

1

1

1

1

TOOK BLOOD PRESSURE

NONE

OTHER TREATMENT

OTHER TREATMENT

NONE

CARDIAC AND VASCULAR
INVESTIGATIONS (EXCL
ENZYME TESTS)

10007512

VASCULAR TESTS NEC (INCL
BLOOD PRESSURE)

10047110

INCREASED BLOOD PRESSURE

10021655

BLOOD PRESSURE INCREASED

10005750

INVESTIGATIONS

10022891

10-JUN-2009 09:50:09

10-JUN-2009 09:49:09

10-JUN-2009 09:50:09

26-APR-2010 15:04:02

26-APR-2010 15:04:02

26-APR-2010 15:04:02

26-APR-2010 15:04:02

26-APR-2010 15:04:02

26-APR-2010 15:04:02

26-APR-2010 15:04:02

26-APR-2010 15:04:02

26-APR-2010 15:04:02

26-APR-2010 15:04:02

Kim Freschly

Kim Freschly

Kim Freschly

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Data Entry Error

Data Entry Error

Data Entry Error

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

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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Comment
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Page_43
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R4003 Additional Vs
43

CRF Header

DCI Blank Flag

1

Y

N

01-APR-2009 10:18:27

Lana Glaser

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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Page_43

P3880_0342

R4003 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

Date

Date

Diastolic Blood
Pressure

Diastolic Blood
Pressure

2

2

2

2

2

2

2

2

2

2

2

2

2

2

C

ND

<Row Deleted>

<Row Deleted>

C

<Row Deleted>

<Row Deleted>

ND

<Row Deleted>

<Row Deleted>

27-OCT-2009 13:16:32

24-MAR-2010 15:36:41

27-OCT-2009 13:16:32

24-MAR-2010 15:36:41

27-OCT-2009 13:16:32

24-MAR-2010 15:36:41

27-OCT-2009 13:16:32

24-MAR-2010 15:36:41

27-OCT-2009 13:16:32

04-JAN-2010 09:35:30

25-FEB-2010 10:31:57

24-MAR-2010 15:36:41

27-OCT-2009 13:16:32

24-MAR-2010 15:36:41

Laurie Rydstrom

Krysia Magnuson

Laurie Rydstrom

Krysia Magnuson

Laurie Rydstrom

Krysia Magnuson

Laurie Rydstrom

Krysia Magnuson

Laurie Rydstrom

Kim Freschly

Kim Freschly

Krysia Magnuson

Laurie Rydstrom

Krysia Magnuson

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

Data Entry Error

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
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Comment
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Page_43

P3880_0342

R4003 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Diastolic Blood
Pressure unit

Diastolic Blood
Pressure unit

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

2

2

2

2

2

2

2

2

2

2

2

2

2

2

MMHG

BEATS/MINUTE

BREATHS/MINUTE

MMHG

<Row Deleted>

<Row Deleted>

BEATS/MINUTE

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

BREATHS/MINUTE

<Row Deleted>

27-OCT-2009 13:16:32

24-MAR-2010 15:36:41

27-OCT-2009 13:16:32

24-MAR-2010 15:36:41

27-OCT-2009 13:16:32

24-MAR-2010 15:36:41

27-OCT-2009 13:16:32

24-MAR-2010 15:36:41

27-OCT-2009 13:16:32

24-MAR-2010 15:36:41

27-OCT-2009 13:16:32

24-MAR-2010 15:36:41

27-OCT-2009 13:16:32

24-MAR-2010 15:36:41

Laurie Rydstrom

Krysia Magnuson

Laurie Rydstrom

Krysia Magnuson

Laurie Rydstrom

Krysia Magnuson

Laurie Rydstrom

Krysia Magnuson

Laurie Rydstrom

Krysia Magnuson

Laurie Rydstrom

Krysia Magnuson

Laurie Rydstrom

Krysia Magnuson

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
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R4003 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Systolic Blood
Pressure

Systolic Blood
Pressure

Systolic Blood
Pressure unit

Systolic Blood
Pressure unit

2

2

2

2

MMHG

<Row Deleted>

MMHG

<Row Deleted>

27-OCT-2009 13:16:32

24-MAR-2010 15:36:41

27-OCT-2009 13:16:32

24-MAR-2010 15:36:41

Laurie Rydstrom

Krysia Magnuson

Laurie Rydstrom

Krysia Magnuson

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
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SCREENING

SMOKING HISTORY 10PAGE_10

Comments (other cessation aids) 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

Per Smoking history clarification form "Cold Turkey" 03Aug2009.

Smoking History Clarification Form will over ride all previous information.  A NTF was
requested to document this.

corrected

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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SCREENING

ORAL HEALTH EXA 11PAGE_11

Findings* 3

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO

Please update to 'No' per CRF guidelines

Document #:

Discrepancy ID:

Visit:
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SCREENING

PE 12PAGE_12

Does the subject have any abnormal findi 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

YES

Please add dentures - per PE source and updated CRF guidelines.
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Comments 1

CURRENT
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MANUAL
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Please review PE exam CRF response - marking the page blank is not correct.
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Approximately how many cigarettes did th 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

28

Please have source clarified.  Was 3-4 per day or per week.

source clarified per day
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Date 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

20090414

Please verify date of Week 6 labs (14Apr2009) as it is inconsistent with all other Week 6
assessments (13Apr2009).   If correct, please provide an explanation via query resolution
comment.

subject was nonfasting on Apr 13, returned Apr 14 for fasting labs, date correct as
entered

See query comment. KAY 24Feb2010.
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If Subject was not compliant, approximat 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

56

Please review if value should be 8 (week 6 diary)

diary states 8 per day
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If Subject was not compliant, approximat 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

105

Please review if this should be 105 (week 10  diary)
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IP, WEEK 16

VS 26PAGE_26

Actual Time 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

0756

Please review time
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PCM.2

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

CARDIAC PROPHYLAXIS

Please verify if this would be better represented as 'prophylaxis.'

Verified.  JLM 20Apr2010
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AE

AE 40PAGE_40

Adverse Event 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

ELEVATED BLOOD PRESSURE

Hypertension is present on medical history.  Please verify this is a worsening of
condition.  If not, please remove as adverse event.

yes it is a worsening. Subject came in for extra visit due to blood pressure

Verified.  JLM 26Apr2010
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