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16.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
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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
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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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OverFlow Section For Document Number R274288513

ASSESSMENT OCCURED IN PERSON1
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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





































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
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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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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
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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.
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Pcm Page number 39 Pcm.1
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ATC1 Text
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Drug name
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Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

1

1

1

1

1

1

1

160

SIMIVASTIN

SIMIVASTIN

CHOLESTEROL

C

CARDIOVASCULAR SYSTEM, C

C10

LIPID MODIFYING AGENTS,
C10

C10A

LIPID MODIFYING AGENTS,
PLAIN, C10A

C10AA

HMG COA REDUCTASE
INHIBITORS, C10AA

40

SIMVASTATIN

SIMVASTATIN

HYPERCHOLESTEROLEMIA

SIMVASTATIN

00848101001

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

15-JAN-2010 11:39:01

20-APR-2010 11:29:16

12-APR-2010 11:54:55

11-MAR-2010 15:17:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Kim Freschly

Carol Kraucyk

Joanne Mccaigue

Kim Freschly

Carol Kraucyk

Carol Kraucyk

Obvious spelling
update.  JLM
12Apr2010
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CM1

ATC1 Code
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ATC3 Code
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ATC4 Code

ATC4 Text

Drug Modified
Reported Term

Drug name

Trade Name

Trade Name Code

1

1

1

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

ASA

ASA

ASA

00002701003

B

BLOOD AND BLOOD FORMING
ORGANS, B

B01

ANTITHROMBOTIC AGENTS,
B01

B01A

ANTITHROMBOTIC AGENTS,
B01A

B01AC

PLATELET AGGREGATION
INHIBITORS EXCL.
HEPARIN, B01AC

ASPIRIN

ASPIRIN

ASPIRIN

00002701004

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

20-APR-2010 11:29:16

13-APR-2010 10:07:36

20-APR-2010 11:39:56

20-APR-2010 11:39:56

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Carol Kraucyk

Lana Glaser

Carol Kraucyk

Carol Kraucyk
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Pcm Page number 39 Pcm.3

CM1
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ATC2 Code
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ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Indication

Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

1

1

1

1

PROPHALAXIS

J

ANTIINFECTIVES FOR
SYSTEMIC USE, J

J07

VACCINES, J07

J07B

VIRAL VACCINES, J07B

J07BB

INFLUENZA VACCINES,
J07BB

PROPHYLAXIS

INFLUENZA VACCINE

01389801001

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

12-APR-2010 11:55:21

26-APR-2010 10:36:00

26-APR-2010 10:36:00

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk
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Carol Kraucyk
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Joanne Mccaigue
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update.  JLM
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Lb Page number 42 Additional Lab
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Clinically
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(additional) (2)
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labs) (4)

Test Code ID CS
Labs only

Test Name CS
Labs only

Were any
additional
Laboratory
evaluatio

1

1

1

1

1

1

1

NO

NO

13-AUG-2009

NA

YES

10-MAR-2010 14:15:31

10-MAR-2010 14:15:31

10-MAR-2010 14:15:31

10-MAR-2010 14:15:31

10-MAR-2010 14:15:31

10-MAR-2010 14:15:31

10-MAR-2010 14:15:31
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Diastolic Blood
Pressure

Diastolic Blood
Pressure unit

Heart Rate

Heart Rate Unit

Other, specify
(1)

Position
(Unscheduled)
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1

1

1

1

1

1

1

1

1

1

1

1

1
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C

13-AUG-2009
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MMHG
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SEATED

16

BREATHS/MINUTE

10-MAR-2010 14:16:12

10-MAR-2010 14:16:12

10-MAR-2010 14:16:12

10-MAR-2010 14:16:12

10-MAR-2010 14:16:12

10-MAR-2010 14:16:12

10-MAR-2010 14:16:12

10-MAR-2010 14:16:12

10-MAR-2010 14:16:12

10-MAR-2010 14:16:12

10-MAR-2010 14:16:12

10-MAR-2010 14:16:12

10-MAR-2010 14:16:12

Kim Freschly

Kim Freschly
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STATUS REVIEW 20PAGE_20

CURRENT
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MANUAL HEADER

Resolved-Response Edited

Please add info from week 6 diary regarding #smoked - see NTF
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IP, WEEK 8

STATUS REVIEW 21PAGE_21

Comments (contacted by phone) 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

ASSESSMENT OCCURED IN PERSON

Please clarify what happened here. Week 6 assessments were not done. If the Week 8
assessment occurred on 13-AUG-2009 (as shown), then it occurred at Week 8.
      If Week 8 assessment occurred on 13-Aug, and the assessment occurred in person,
please amend the comment to 'Assessment occurred in person'.
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PCM

PCM 39PAGE_39

Start Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

2006

Please review source ConMed source for start date

Please confirm if start date is not equal to start date of related Medical history.  



Confirmed--Start date is not equal to start date of releated medical history

Verified.  JLM 02Jun2010
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40

HYPERCHOLESTEROLEMIA
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Please match Med Hx terminology
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Please verify updating to 'aspirin' for clarity.

Verified.  JLM 21Apr2010
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