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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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R258567113

Page_07

CD_001

R5004 Screening
07

Lb Page number 7 Screening

LB

Requisition
Number 2 (if
applicable): (2)

Requisition
Number 2 (if
applicable): (2)

1

1

187-967-0008-0

187-967-0008-0

31-MAR-2010 12:08:39

26-APR-2010 11:20:04

Sharon Ladenes

Sharon Ladenes

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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R258568213

Page_10

CD_001

R5004 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Attempted to
quit (Nicotine
Replacement) (2)

Attempted to
quit
(Pharmaceuticals
) (3)

Comments (NRT)
(4)

Comments
(pharmaceuticals
) (5)

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

If Yes, how many
(pharmaceuticals
) (4)

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

1

1

1

1

1

1

1

NO

YES

SUBJECT TRIED GUM ONCE

1

1

YES

NO

SUBJECT TRIED GUM ONCE

1

6

15-MAR-2010 17:18:11

15-MAR-2010 17:18:11

15-MAR-2010 17:18:11

15-MAR-2010 17:18:11

15-MAR-2010 17:18:11

15-MAR-2010 17:18:11

29-JUL-2009 16:37:32

Stephanie Felton

Stephanie Felton

Stephanie Felton

Stephanie Felton

Stephanie Felton

Stephanie Felton

Sharon Ladenes

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

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R258568513

Page_12

CD_001

R5004 Screening
12

Pe Page number 12 Screening

MH1

Does the subject
have any
abnormal findi

Findings

Sequence Number

1

1

1

NO

YES

OCCASIONAL EXPIRATORY
RONCHI - LUNGS

1

16-JUL-2009 17:07:29

16-JUL-2009 17:07:29

16-JUL-2009 17:07:29

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

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

Reason

Comment
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R258637313

Page_16

CD_001

R5004 Sptp, Weeks 1-4
16

Status Review Page number 16 Sptp, Weeks 1-4

CHKYN

Approximately
how many
cigarettes did
th (10)

Comments (study
product
reviewed) (3)

1

1

10

LIKES SMALL SACHET SIZE.
 MOM IS MAIN SUPPORTER

70

29-JUL-2009 16:43:39

09-OCT-2009 16:09:31

Sharon Ladenes

Sharon Ladenes

Pass1

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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R258637313

Page_16

CD_001

R5004 Sptp, Weeks 1-4
16

Status Review Page number 16.1 Sptp, Weeks 1-4

CHKYN

Was Behavioral
Counseling Given
(6)
1

YES

06-AUG-2009 17:53:54

Sharon Ladenes

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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R265117313

Page_18

CD_001

R5004 Ip, Week 6
18

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

02-SEP-2009 11:52:00

02-SEP-2009 11:52:11

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

Reason

Comment
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R265117313

Page_18

CD_001

R5004 Ip, Week 6
18

Lb Page number 18 Ip, Week 6

LB

Requisition
Number 1: (1)

Were there any
clinically
significant la
(1)

1

1

NA

NO

20-OCT-2009 13:35:21

20-OCT-2009 13:35:21

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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R265117513

Page_20

CD_001

R5004 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

If Subject was
not compliant,
approximat (5)
1

14

09-OCT-2009 16:14:23

Sharon Ladenes

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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R272864213

Page_21

CD_001

R5004 Ip, Week 8
21

Status Review Page number 21 Ip, Week 8

CHKYN

If Subject was
not compliant,
approximat (5)
1

1.5

70

05-OCT-2009 18:04:34

Sharon Ladenes

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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R272864613

Page_24

CD_001

R5004 Ip, Week 10
24

Ex Page number 24 Ip, Week 10

EX1

1.0 g of snus or
placebo logs
dispensed
1

0

05-OCT-2009 18:04:01

Sharon Ladenes

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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Row

Changed From
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Impact on
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R272864613

Page_24

CD_001

R5004 Ip, Week 10
24

Status Review Page number 24 Ip, Week 10

CHKYN

Was Subject
asked HDYF? (8)
1

YES

26-MAY-2010 14:09:10

Sharon Ladenes

Data Entry Error

1

Document #:

Patient
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Visit

Visit Date

CRF
CRF Page

Section
Section Date
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R276744013

Page_30

CD_001

R5004 Ip, Week 16
30

Behavioral Coun Page number 30 Ip, Week 16

EX1

Result

1 YES

02-NOV-2009 11:37:18

Sharon Ladenes

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

Field
Row

Changed From

Changed To
Impact on
resequence

On
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R288765613

Page_35

CD_001

R5004 Fu, Week 28
35

Oral Health Exam Page number 35 Fu, Week 28

EX1

Findings*

3

NE

NO

20-JAN-2010 16:31:37

Sharon Ladenes

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

Field
Row

Changed From

Changed To
Impact on
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On
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R267068713

Page_39

CD_001

R5004 Pcm
39

CRF Header

DCI Blank Flag

1

Y

N

03-SEP-2009 14:34:22

Sharon Ladenes

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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R260457913

Page_42

CD_001

R5004 Additional Lab
42

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

20-OCT-2009 13:41:59

20-OCT-2009 13:42:14

Sharon Ladenes

Sharon Ladenes

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
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R260457913

Page_42

CD_001

R5004 Additional Lab
42

Lb Page number 42 Additional Lab

LB

Were any
additional
Laboratory
evaluatio
1

NO

19-JAN-2010 14:43:55

Sharon Ladenes

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
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R258566313

Page_43

CD_001

R5004 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Actual Time

Body Temperature

Body Temperature
Unit

Comments (2)

Date

Diastolic Blood
Pressure

Diastolic Blood
Pressure unit

Heart Rate

Heart Rate Unit

Other, specify
(1)

Position
(Unscheduled)
(2)

Respiratory Rate

Respiratory Rate
Unit

2

2

2

2

2

2

2

2

2

2

2

2

2

0856

36.9

C

17-AUG-2009

93

MMHG

67

BEATS/MINUTE

SEATED

22

BREATHS/MINUTE

20-AUG-2009 12:38:55

20-AUG-2009 12:38:55

20-AUG-2009 12:38:55

20-AUG-2009 12:38:55

20-AUG-2009 12:38:55

20-AUG-2009 12:38:55

20-AUG-2009 12:38:55

20-AUG-2009 12:38:55

20-AUG-2009 12:38:55

20-AUG-2009 12:38:55

20-AUG-2009 12:38:55

20-AUG-2009 12:38:55

20-AUG-2009 12:38:55

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

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

Row Inserted

Row Inserted

Row Inserted

Row Inserted

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

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R258566313

Page_43

CD_001

R5004 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Systolic Blood
Pressure

Systolic Blood
Pressure unit

2

2

135

MMHG

20-AUG-2009 12:38:55

20-AUG-2009 12:38:55

Sharon Ladenes

Sharon Ladenes

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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R272864413

Page_43

CD_001

R5004 Additional Vs.1

Vs Page number 43 Additional Vs.1

VS

Body Temperature

Heart Rate

Respiratory Rate

Actual Time

Body Temperature

Body Temperature
Unit

Comments (2)

Date

Diastolic Blood
Pressure

Diastolic Blood
Pressure unit

Heart Rate

Heart Rate Unit

Other, specify
(1)

Position
(Unscheduled)
(2)

1

1

1

2

2

2

2

2

2

2

2

2

2

2

NA

NA

NA

ND

ND

ND

1009

ND

C

26-OCT-2009

94

MMHG

ND

BEATS/MINUTE

SEATED

20-OCT-2009 18:38:16

20-OCT-2009 18:38:16

20-OCT-2009 18:38:16

02-NOV-2009 11:40:19

02-NOV-2009 11:40:19

02-NOV-2009 11:40:19

02-NOV-2009 11:40:19

02-NOV-2009 11:40:19

02-NOV-2009 11:40:19

02-NOV-2009 11:40:19

02-NOV-2009 11:40:19

02-NOV-2009 11:40:19

02-NOV-2009 11:40:19

02-NOV-2009 11:40:19

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

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

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

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

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R272864413

Page_43

CD_001

R5004 Additional Vs.1

Vs Page number 43 Additional Vs.1

VS

Respiratory Rate

Respiratory Rate
Unit

Systolic Blood
Pressure

Systolic Blood
Pressure unit

2

2

2

2

ND

BREATHS/MINUTE

131

MMHG

02-NOV-2009 11:40:19

02-NOV-2009 11:40:19

02-NOV-2009 11:40:19

02-NOV-2009 11:40:19

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Row Inserted

Row Inserted

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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R288768413

Page_43

CD_001

R5004 Additional Vs.2

Vs Page number 43 Additional Vs.2

VS

Body Temperature

Heart Rate

Respiratory Rate

1

1

1

NA

NA

NA

ND

ND

ND

25-FEB-2010 12:05:41

25-FEB-2010 12:05:41

25-FEB-2010 12:05:41

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Validation Status
changed

Investigator
Correction

Validation Status
changed

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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R288768913

Page_44

CD_001

R5004 Additional Pe
44

CRF Header

DCI Blank Flag

1

N

Y

20-JAN-2010 16:38:24

Sharon Ladenes

CRA Correction

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
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R258567113

CD_001 R500493260311

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 requisition number 187-967-0008-0

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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R258568213

CD_001

CD_001

R5004

R5004

81730511

1702638613

SCREENING

SCREENING

SMOKING HISTORY

SMOKING HISTORY

10

10

PAGE_10

PAGE_10

Comments (pharmaceuticals)

If yes, how many (other attempts to quit

1

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

6

Nicotine gum is classified as an NRT. Please verify that this was nicotine gum rather
than regular chewing gum. If so, please remove all data from Pharmaceuticals and add it
to NRT.

Need the actual number listed in source document in order to verify.

CRF updated, source verified

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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R258569013

CD_001 R50041702641213

BASELINE, WEEK 

SC 15PAGE_15

Actual Time 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

1025

Please verify time of randomization as the time noted is prior to the CO exhaled air
test.

time is 10:25 per source

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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R258637313

CD_001 R50041765645413

SPTP, WEEKS 1-4

STATUS REVIEW 16PAGE_16

Comments (study product reviewed) 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

Please delete comment.

doesn't sponsor want comments?

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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R265117513

CD_001 R50041765646113

IP, WEEK 6

STATUS REVIEW 20PAGE_20

If Subject was not compliant, approximat 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

14

Per return questionnaire, subject states he smokes 2 cigs per day.  Please verify.

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:
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R272864313

CD_001 R50041765226913

IP, WEEK 10

VS 22PAGE_22

Diastolic Blood Pressure 1

CURRENT

Confirmed

UNIVARIATE

Resolved-Response Edited

102

Value of 102 for Diastolic Blood Pressure above expected maximum of 100
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IP, WEEK 10

STATUS REVIEW 24PAGE_24

Was Subject asked HDYF? 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

YES

Please provide a response (check Yes or No). If unknown, please leave the checkboxes
blank and enter 'Unknown' in the comments field of the CRF.

updated
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FU, WEEK 28

ORAL HEALTH EXA 35PAGE_35

Findings* 3

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NO

Per guidelines, this should be NO unless there is a comment on pg 2 of the source PE.
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PCM

PCM 39PAGE_39

Has the subject taken any medications pr 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

NO

Please list all meds taken daily and ongoing throughout study. Blood pressure meds X 3.

where is source?
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AE

AE 40PAGE_40

Adverse Event 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

HEADACHE

Headaches are captured on the medical history.  Please verify if this was a worsening of
condition.  If not, please remove AE.

per P.I. due to product use

Verified.  JLM 27Apr2010
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AE.2

AE 40PAGE_40

Adverse Event 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

HEADACHE

Headaches are captured on the medical history.  Please verify if this was a worsening of
condition.  If not, please remove AE.

per PI due to product use

Verified.  JLM 27Apr2010
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CD_001

CD_001

R5004

R5004

1765227013

1765646213

ADDITIONAL VS.1

ADDITIONAL VS.1

VS

VS

43

43

PAGE_43

PAGE_43

Diastolic Blood Pressure

Heart Rate

1

1

CURRENT

CURRENT

Confirmed

Data value changed. Disc no longer applicable.

UNIVARIATE

MANUAL

Resolved-Response Edited

Resolved-Response Edited

106

ND

Value of 106 for Diastolic Blood Pressure above expected maximum of 100

Per conventions, please use ND for tests not completed.
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