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03.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











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







11.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















16.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





17.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





18.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







20.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





21.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



















29.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















35.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





36.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





39.1.U1.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





40.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





40.U1.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U2.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U3.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U4.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U5.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U6.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U7.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







42.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





43.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





43.U1.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF









Appendix: Audit and Discrepancy Information



Report run by Brian Saari at 06-MAR-2013 16:48:53 83Page



Report run by Brian Saari at 06-MAR-2013 16:48:53 84Page

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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CD_001

R5003 Screening
07

Lb Page number 7 Screening
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applicable): (2)
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1

1

1

1

1

1

1

2

2

2

2
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3
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1
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2
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23-JUL-2009 12:14:22

16-APR-2010 12:12:59

16-APR-2010 12:12:59

16-APR-2010 12:12:59
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Mh Page number 9 Screening
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Date of
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Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

3

3

3

3

3
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01-JUN-2009

SHOULDER PAIN DUE TO
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3
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R5003 Sptp, Weeks 1-4
16
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R5003 Sptp, Weeks 1-4
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Status Review Page number 16 Sptp, Weeks 1-4
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cigarettes did
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Approximately
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cigarettes did
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Approximately
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cigarettes did
th (10)

Comments
(behavioral
counseling) (6)

Comments
(behavioral
counseling) (6)

Comments
(contacted by
phone) (1)

Comments
(contacted by
phone) (1)

Comments (how
many cigarettes)
(5)

1

1

1

1

1

1

1

1

1

20

100

20

100

140

140

17-JUL-2009 15:33:51

29-JUL-2009 17:12:29

29-JUL-2009 17:13:48

02-SEP-2009 10:32:17

22-JUL-2009 15:37:13

02-SEP-2009 10:32:17

22-JUL-2009 15:37:13

02-SEP-2009 10:32:17

22-JUL-2009 15:37:13
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Page_16

CD_001

R5003 Sptp, Weeks 1-4
16

Status Review Page number 16 Sptp, Weeks 1-4

CHKYN

Comments (how
many cigarettes)
(5)

Comments
(smoking status
reviewed) (2)

Comments
(smoking status
reviewed) (2)

Comments (study
product
reviewed) (3)

Comments (study
product
reviewed) (3)

Date

Date

Scheduled
Timepoint

Scheduled
Timepoint

Was Behavioral
Counseling Given
(6)

Was Behavioral
Counseling Given
(6)

Was Subject
contacted by
telephone (1)

1

1

1

1

1

1

1

1

1

1

1

1

06-JUL-2009

06-JUL-2009

WEEK 1

WEEK 1
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02-SEP-2009 10:32:17

22-JUL-2009 15:37:13

02-SEP-2009 10:32:17

22-JUL-2009 15:37:13

02-SEP-2009 10:32:17

17-JUL-2009 15:33:51

02-SEP-2009 10:32:17

17-JUL-2009 15:33:51
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Page_16

CD_001

R5003 Sptp, Weeks 1-4
16

Status Review Page number 16 Sptp, Weeks 1-4

CHKYN

Was Subject
contacted by
telephone (1)

Was Subject's
smoking status
reviewed (2)

Was Subject's
smoking status
reviewed (2)
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use of study
product revie
(3)
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use of study
product revie
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R257301813

Page_16

CD_001

R5003 Sptp, Weeks 1-4
16

Status Review Page number 16.1 Sptp, Weeks 1-4

CHKYN
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Approximately
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th (11)
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(behavioral
counseling) (6)
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(contacted by
phone) (1)

Comments (how
many cigarettes)
(5)
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(smoking status
reviewed) (2)
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product
reviewed) (3)
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Scheduled
Timepoint

Was Behavioral
Counseling Given
(6)

1

1

1

1

1

1

1

1

1

1

15

105
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13-JUL-2009

WEEK 2

29-JUL-2009 17:13:48

02-SEP-2009 10:32:17

02-SEP-2009 10:32:17

02-SEP-2009 10:32:17

02-SEP-2009 10:32:17
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16

Status Review Page number 16.1 Sptp, Weeks 1-4

CHKYN
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Was Subject's
smoking status
reviewed (2)
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use of study
product revie
(3)
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1
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Status Review Page number 16A Sptp, Weeks 1-4
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phone) (1)
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(smoking status
reviewed) (2)
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product
reviewed) (3)
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Timepoint

Was Behavioral
Counseling Given
(6)

1

1

1

1

1

1

1

1

1

1
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140

140

20-JUL-2009

WEEK 3

YES

29-JUL-2009 17:13:48

02-SEP-2009 10:32:17

02-SEP-2009 10:32:17

02-SEP-2009 10:32:17

02-SEP-2009 10:32:17

02-SEP-2009 10:32:17

02-SEP-2009 10:32:17

02-SEP-2009 10:32:17

02-SEP-2009 10:32:17
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Status Review Page number 16A Sptp, Weeks 1-4

CHKYN

Was Subject
contacted by
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Was Subject's
smoking status
reviewed (2)
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use of study
product revie
(3)
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1

1

YES

YES

YES
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Status Review Page number 16B Sptp, Weeks 1-4
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R265123413

Page_18

CD_001

R5003 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 13:34:26

20-OCT-2009 13:34:26
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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 06-MAR-2013 16:48:53 101Page

R265123613

Page_20

CD_001

R5003 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

Comments (HDYF)
(8)

Comments (HDYF)
(8)

Comments
(compliant) (4)

Comments
(compliant) (4)

Comments (how
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(5)

Comments (how
many cigarettes)
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(smoking status
reviewed) (2)
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(smoking status
reviewed) (2)
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Date

If Subject was
not compliant,
approximat (5)

1

1

1

1

1

1

1

1

1

1

1
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09-OCT-2009 16:13:40

09-OCT-2009 16:13:40

09-OCT-2009 16:13:40

09-OCT-2009 16:13:40

09-OCT-2009 16:13:40

09-OCT-2009 16:13:40

09-OCT-2009 16:13:40
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Status Review Page number 20 Ip, Week 6

CHKYN

If Subject was
not compliant,
approximat (5)

Was Subject
asked HDYF? (8)

Was Subject
asked HDYF? (8)

Was Subject
compliant (4)

Was Subject
compliant (4)

Was Subject
compliant (4)
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smoking status
reviewed (2)
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smoking status
reviewed (2)

1

1

1

1

1

1

1
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YES

NO
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R5003 Ip, Week 8
21

Status Review Page number 21 Ip, Week 8

CHKYN

Comments (how
many cigarettes)
(5)
1

SUBJECT REPORTS "HARD TO
QUIT; SLOW PROCESS BUT
DOING BETTER".
ATTEMPTING TO USE MORE
PRODUCT TO HELP DECREASE
 AND STOP TOTALLY

10-NOV-2009 13:09:34
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29

Pe Page number 29 Ip, Week 16

MH1

Does the subject
have any
abnormal findi

Findings

Findings

Findings

Sequence Number

1

1

1

1

1

NO

WHEEZING - RESPIRATORY

MILD WHEEZING, BOTH LUNG
FIELDS, NCS PER P.I.

YES

WHEEZING - RESPIRATORY

MILD WHEEZING, BOTH LUNG
FIELDS, NCS PER P.I.

MILD WHEEZING, BOTH LUNG
FIELDS, CS PER P.I.

1

04-DEC-2009 13:33:56

04-DEC-2009 13:33:56

17-DEC-2009 15:11:15

20-JAN-2010 16:27:53

04-DEC-2009 13:33:56
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CRF Header

DCI Blank Flag
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N
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R5003 Fu, Week 28
36

Pe Page number 36 Fu, Week 28

MH1

Findings

1

MILD WHEEZES BOTH LUNG
FIELDS - CS PER P.I.
MILD WHEEZES BOTH LUNG
FIELDS - RESOLVED

21-JAN-2010 14:22:38
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CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N
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Pcm Page number 39 Pcm

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Dose

Dose

Dose

Drug name

Frequency

Has the subject
taken any
medications pr

1

1

1

1

1

1

1

1

1

1

1

1

1

1

200

100

N

NERVOUS SYSTEM, N

N02

ANALGESICS, N02

N02B

OTHER ANALGESICS AND
ANTIPYRETICS, N02B

N02BE

ANILIDES, N02BE

200

100

2

TYLENOL

ONCE

NO

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

08-DEC-2009 10:54:27

05-JAN-2010 14:08:11

14-JAN-2010 15:14:32

08-DEC-2009 10:54:27

08-DEC-2009 10:54:27

03-SEP-2009 14:33:42
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CM1

Has the subject
taken any
medications pr

Indication

Indication

Ongoing

Preferred Term

Preferred Term
Code

Start Date

Stop Date

Trade Name

Trade Name Code

Unit

Unit

other, specify
(frequency)

other, specify
(unit)

1

1

1

1

1

1

1

1

1

1

1

1

1

1

NO

SLEEP AND SHOULDER PAIN

MILLIGRAMS

YES

SLEEP AND SHOULDER PAIN

INSOMNIA AND SHOULDER
PAIN

PARACETAMOL

00020001001

01-JUN-2009

01-JUN-2009

TYLENOL /00020001/

00020001005

MILLIGRAMS

TABLET

08-DEC-2009 10:54:27

08-DEC-2009 10:54:27

16-APR-2010 12:09:16

08-DEC-2009 10:54:27

26-APR-2010 10:36:00

26-APR-2010 10:36:00

08-DEC-2009 10:54:27

08-DEC-2009 10:54:27

26-APR-2010 10:36:00

26-APR-2010 10:36:00

08-DEC-2009 10:54:27

14-JAN-2010 15:14:32

08-DEC-2009 10:54:27

08-DEC-2009 10:54:27
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Pcm Page number 39 Pcm.1

CM1

Drug name

Indication

Ongoing

Stop Date

1

1

1

1

MUSINEX

UPPER RESPIRATORY
INFECTION - A/E #2

CHECKED

MUCINEX

UPPER RESPIRATORY
INFECTION

09-NOV-2009

17-DEC-2009 17:01:11

20-JAN-2010 16:35:07

08-DEC-2009 10:57:12

08-DEC-2009 10:57:12
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Ae Page number 40 Ae

AE1

Adverse Event

Outcome to Date

Resolved Date

Resolved Time

1

1

1

1

WHEEZING

UPPER RESPIRATORY
INFECTION

RECOVERED

09-NOV-2009

0900

10-NOV-2009 18:21:50

17-DEC-2009 15:07:11

17-DEC-2009 15:07:11

17-DEC-2009 15:07:11
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CD_001

R5003 Additional Lab
42

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N
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R5003 Additional Lab
42

Lb Page number 42 Additional Lab

LB

Were any
additional
Laboratory
evaluatio
1

NO

14-JAN-2010 13:07:06

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



Report run by Brian Saari at 06-MAR-2013 16:48:53 122Page

R260470513

Page_43

CD_001

R5003 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Body Temperature

Body Temperature

Body Temperature

Heart Rate

Heart Rate

Heart Rate

Respiratory Rate

Respiratory Rate

Respiratory Rate

Actual Time

Body Temperature

Body Temperature

Body Temperature
Unit

Comments (2)

1

1

1

1

1

1

1

1

1

2

2

2

2

2

NA

ND

NA

NA

ND

NA

NA

ND

NA

NA

ND

NA

ND

ND

NA

ND

ND

NA

ND

0811

NA

ND

C

SYSTOLIC AND DIASTOLIC
BLOOD PRESSURE NCS PER
P.I.

20-OCT-2009 13:58:49

22-DEC-2009 12:07:39

25-FEB-2010 12:03:45

20-OCT-2009 13:58:49

22-DEC-2009 12:09:48

25-FEB-2010 12:03:45

20-OCT-2009 13:58:49

22-DEC-2009 12:07:39

25-FEB-2010 12:03:45

20-AUG-2009 13:31:17

20-AUG-2009 13:31:17

25-FEB-2010 12:03:45

20-AUG-2009 13:31:17

20-AUG-2009 13:31:17
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Vs Page number 43 Additional Vs

VS

Date

Diastolic Blood
Pressure

Diastolic Blood
Pressure unit

Heart Rate

Heart Rate Unit

Other, specify
(1)

Position
(Unscheduled)
(2)

Respiratory Rate

Respiratory Rate
Unit

Systolic Blood
Pressure

Systolic Blood
Pressure unit

2

2

2

2

2

2

2

2

2

2

2

10-AUG-2009

93

MMHG

66

BEATS/MINUTE

SEATED

20

BREATHS/MINUTE

148

MMHG

20-AUG-2009 13:31:17

20-AUG-2009 13:31:17

20-AUG-2009 13:31:17

20-AUG-2009 13:31:17

20-AUG-2009 13:31:17

20-AUG-2009 13:31:17

20-AUG-2009 13:31:17

20-AUG-2009 13:31:17

20-AUG-2009 13:31:17

20-AUG-2009 13:31:17

20-AUG-2009 13:31:17
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VS

Actual Time

Body Temperature

Body Temperature

Body Temperature
Unit

Comments (2)

Date

Diastolic Blood
Pressure

Diastolic Blood
Pressure unit

Heart Rate

Heart Rate

Heart Rate Unit

Other, specify
(1)

Position
(Unscheduled)
(2)

2

2

2

2

2

2

2

2

2

2

2

2

2

NA

NA

1051

NA

ND

C

11-JAN-2010

90

MMHG

NA

ND

BEATS/MINUTE

SEATED

14-JAN-2010 13:24:23

14-JAN-2010 13:24:23

25-FEB-2010 12:04:41

14-JAN-2010 13:24:23

14-JAN-2010 13:24:23

14-JAN-2010 13:24:23

14-JAN-2010 13:24:23

14-JAN-2010 13:24:23

14-JAN-2010 13:24:23

25-FEB-2010 12:04:41

14-JAN-2010 13:24:23

14-JAN-2010 13:24:23

14-JAN-2010 13:24:23
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VS

Respiratory Rate

Respiratory Rate

Respiratory Rate
Unit

Systolic Blood
Pressure

Systolic Blood
Pressure unit

2

2

2

2

2

NA

NA

ND

BREATHS/MINUTE

147

MMHG

14-JAN-2010 13:24:23
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CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO

Please change the answer to No for all male sujbects.
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SCREENING
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Requisition Number 2 (if applicable): 1

CURRENT

Data value changed. Disc no longer applicable.
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Per PM, please remove serology requisition number 181-967-0057-0
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SCREENING

SCREENING

MH

MH

9

9

PAGE_09

PAGE_09

Date of Onset

Does the subject have any relevant medic

3

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

20090601

YES

Date of onset and resolution (01-Jun-2010) is after date of study completion. Please
reconcile.

Please list seasonal allergies per NTF instructions.
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SCREENING

ORAL HEALTH EXA 11PAGE_11

Findings* 3

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO

Please mark this no, per global NTF.

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:



Report run by Brian Saari at 06-MAR-2013 16:48:53 130Page

R257301813

CD_001 R50031702632013

SPTP, WEEKS 1-4

STATUS REVIEW 16PAGE_16

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

Source states a maximum of 20 per day, please correct CRF entry to reflect the per week
usage.
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SPTP, WEEKS 1-4

STATUS REVIEW 16BPAGE_16

CURRENT

No Action Required
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Resolved-Response Edited

Unable to undo release of Week 4
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IP, WEEK 6

VS 17PAGE_17

Systolic Blood Pressure 1

CURRENT

Due Diligence
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Resolved-Response Edited

152

Please enter repeat VS.

Already present
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IP, WEEK 8

STATUS REVIEW 21PAGE_21

Comments (how many cigarettes) 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

Please delete comment.
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PE

PE

29
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PAGE_29
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Does the subject have any abnormal findi

Findings

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

MILD WHEEZING, BOTH LUNG FIELDS, CS PER P.I.

Per PE, wheezes is marked CS, please clarify.

Please review source for CS/NCS clarification.
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FU, WEEK 28

ORAL HEALTH EXA 35PAGE_35

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Please add information from PE source.
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FU, WEEK 28

FU, WEEK 28
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PAGE_36

PAGE_36

Findings 1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

MILD WHEEZES BOTH LUNG FIELDS - RESOLVED

Please indicate the wheezing is resolved and delete the CS per PI comment.

Please complete the page.  PE performed on 11Jan2010.
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39

39

39

PAGE_39
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Dose

Has the subject taken any medications pr

Indication

1

1

1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

No Action Required

Confirmed

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

2

YES

INSOMNIA AND SHOULDER PAIN

Please verify dose of tylenol.

Subject took tylenol on 01Jun09 for sleep and shoulder pain, baseline 30Jun09.  This
falls within 30 days prior to randomization. Please also verify if sleep problems and /
or shoulder pain should be listed in Med. hx.

Please verify if 'sleep' would be better represented as 'insomnia.'

Subject does not provide insomnia as part of medical history.  Subject lists use of
Tylenol in conjunction with shoulder pain and sleep which is interpretated as unable to
sleep due to shoulder pain?

Verified.  JLM 20Apr2010
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CURRENT

CURRENT

Confirmed

Confirmed

MANUAL HEADER

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

There are currently not any corresponding MH entries for 'sleep' or 'shoulder pain.'
Please verify adding.

Even if shoulder pain was a one time incident, it should be recorded on medical history.
Please verify adding.

will add insomnia; shoulder pain was a one time occurence from exercising

added to medical history

Verified.  JLM 20Apr2010

Verified.  JLM 27Apr2010
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Drug name

Indication

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 HEADER

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

MUCINEX

UPPER RESPIRATORY INFECTION

Please verify spelling of Mucinex.

Please remove the number of the AE since there is only one AE listed in the CRFs.

Following staff review of the AEs captured for this subject.  The indication may change
to URI.  Please verify.
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Resolved-Response Edited

Please enter resolve date 09Nov2009 per source.
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ADDITIONAL VS
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Heart Rate 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

ND

Please change the NA to ND per conventions for HR, RR, and temp.
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