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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





10.OS.1

OverFlow Section For Document Number R242103813

HYPNOTISM AND NICOTINE ANONYMOUS SUPPORT GROUP.1

SUBJECT STATED COLD TURKEY ONCE BUT WASN'T SUCCESSFUL.2



10.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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OverFlow Section For Document Number R239830413

SMALL INCISION WOUND LEFT ZYGOMATIC REGION FROM RECENT SEBACEOUS CYST
DRAINAGE HEALING WELL.

1



12.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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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
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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
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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
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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





39.1.U6.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
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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





39.1.U11.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 discrepancy details for this CRF





























46.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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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 15:12:47 118Page

R239825713

Page_07

L0689282_2

R2006 Screening
07

Upreg Page number 7 Screening

Section Header

DCM Blank flag

1

Y

N

10-JUN-2009 17:23:05

Amanda Lynn

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 15:12:47 119Page

R239825713

Page_07

L0689282_2

R2006 Screening
07

Drgscr Page number 7 Screening

Section Header

DCM Blank flag

1

Y

N

10-JUN-2009 17:23:05

Amanda Lynn

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 15:12:47 120Page

R239827313

Page_09

L0689282_2

R2006 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Does the subject
have any
relevant medic

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

1

1

1

1

1

1

2

2

2

2

2

3

3

NO

00-FEB-2009

07-MAR-2009

MILD COLD

YES

01

00-MAR-2009

00-MAR-2009

MILD CONSTIPATION

02

19-MAR-2009

28-MAR-2009

27-JAN-2010 11:40:26

27-JAN-2010 11:40:26

27-JAN-2010 11:40:26

27-JAN-2010 11:40:26

27-JAN-2010 11:40:26

27-JAN-2010 11:40:26

27-JAN-2010 11:40:26

27-JAN-2010 11:40:26

27-JAN-2010 11:40:26

27-JAN-2010 11:40:26

27-JAN-2010 11:40:26

20-APR-2010 13:49:21

20-APR-2010 13:49:21

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

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



Report run by Brian Saari at 05-MAR-2013 15:12:47 121Page

R239827313

Page_09

L0689282_2

R2006 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Ongoing

Sequence Number

3

3

3

PHARYNGITIS

03

20-APR-2010 13:49:21

20-APR-2010 13:49:21

20-APR-2010 13:49:21

Amanda Lynn

Amanda Lynn

Amanda Lynn

Row Inserted

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



Report run by Brian Saari at 05-MAR-2013 15:12:47 122Page

R242103813

Page_10

L0689282_2

R2006 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Attempted to
quit (Other
cessation aids)
(4)

Comments (other
attemps) (7)

Comments (other
attemps) (7)

Comments (other
cessation aids)
(6)

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

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

NO

SUBJECT STATED SHE TRIED
HYPNOTISM AND COLD
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other, specify
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1

1

1

1

1

1

1

500

500/15/6.25

ACETAMINOPHEN

COUGH SUPRESSANT

COUGH SUPRESSANT, SLEEP

MILLIGRAMS

500/15/6.25

UNK

ACETAMINOPHEN
DEXTROMETHORPHAN
DOXYLAMINE

COUGH SUPRESSANT, SLEEP

MILD COLD

OTHER

LIQUID

08-JAN-2010 16:11:47

27-JAN-2010 14:37:37

08-JAN-2010 16:11:47

31-MAR-2009 09:19:23
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27-JAN-2010 14:37:37

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

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



Report run by Brian Saari at 05-MAR-2013 15:12:47 148Page

R239838413

Page_39

L0689282_2

R2006 Pcm.4

CRF Header

DCI Blank Flag

1

N

Y

08-JAN-2010 16:12:58

Amanda Lynn

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 15:12:47 149Page

R239838913

Page_39

L0689282_2

R2006 Pcm.5

CRF Header

DCI Blank Flag

1

N

Y

08-JAN-2010 16:13:14

Amanda Lynn

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 15:12:47 150Page

R239839213

Page_39

L0689282_2

R2006 Pcm.6

CRF Header

DCI Blank Flag

1

N

Y

12-APR-2010 12:20:32

Amanda Lynn

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 15:12:47 151Page

R239839213

Page_39

L0689282_2

R2006 Pcm.6

Pcm Page number 39 Pcm.6

CM1

Indication

1
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ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Dose

Dose

Drug name

Drug name

Drug name

Drug name

Indication

Unit

1

1

1

1

1

1

1

1

1

1

1

1

R01A

DECONGESTANTS AND OTHER
NASAL PREP.FOR TOPICAL
USE, R01A

R01AB

SYMPATHOMIMETICS,COMBINA
TIONS EXCL
CORTICOSTEROIDS, R01AB

10

10/240

PSEUDOEPHEDRINE

PSEUDOEPHEDRINE SULFATE,
LORATODINE

PSEUDOEPHEDRINE SULFATE
AND LORATODINE

PSEUDOEPHEDRINE SULFATE,
LORATODINE

NASAL SINUS CONGESTION

MILLIGRAMS

R01B

NASAL DECONGESTANTS FOR
SYSTEMIC USE, R01B

R01BA

SYMPATHOMIMETICS, R01BA

10/240

1

PSEUDOEPHEDRINE SULFATE,
LORATODINE

PSEUDOEPHEDRINE SULFATE
AND LORATODINE

PSEUDOEPHEDRINE SULFATE,
LORATODINE

PSEUDOEPHEDRINE SULFATE,
LORATADINE

MILD COLD

TABLET

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

08-JAN-2010 16:43:41

27-JAN-2010 14:40:08

08-JAN-2010 16:43:41

08-JAN-2010 16:46:15

08-JAN-2010 16:46:28

08-JAN-2010 16:46:45

27-JAN-2010 12:08:02

27-JAN-2010 14:40:08
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Joanne Mccaigue
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1

COUGH EXPECTORANT

MILD COLD
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CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Dose

Frequency

Indication

Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

1

1

1

1

1

1

200

EVERY DAY

LAXATIVE

A

ALIMENTARY TRACT AND
METABOLISM, A

A06

LAXATIVES, A06

A06A

LAXATIVES, A06A

A06AA

SOFTENERS, EMOLLIENTS,
A06AA

300

ONCE

MILD CONSTIPATION

DOCUSATE SODIUM

00061602001

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

27-JAN-2010 14:55:41

12-APR-2010 12:20:39

08-JAN-2010 16:50:26

26-APR-2010 10:36:00

26-APR-2010 10:36:00
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Carol Kraucyk

Carol Kraucyk

Carol Kraucyk
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Carol Kraucyk
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CM1
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LAXATIVE

MILD CONSTIPATION
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Pcm Page number 39 Pcm.12

CM1

Drug name

Indication

Ongoing

Stop Date

1

1

1

1

AMOXICILLON

LARYNGITIS

CHECKED

AMOXICILLIN

PHARYNGITIS

28-MAR-2009

10-DEC-2009 09:24:23

10-DEC-2009 09:25:21

10-DEC-2009 09:26:12

10-DEC-2009 09:26:12
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CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

1

1

1

1

1

1

1

1

C

CARDIOVASCULAR SYSTEM, C

C01

CARDIAC THERAPY, C01

C01E

OTHER CARDIAC
PREPARATIONS, C01E

C01EB

OTHER CARDIAC
PREPARATIONS, C01EB

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

ANTIINFLAMMATORY/ANTIRHE
UMATIC PROD.,NON-
STEROIDS, M01A

M01AE

PROPIONIC ACID
DERIVATIVES, M01AE

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
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Joanne Mccaigue

Joanne Mccaigue
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Please review med. hx and con-med use prior screening.

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 05-MAR-2013 15:12:47 166Page

R239830413

L0689282_2 R200636180711

SCREENING
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Does the subject have any abnormal findi 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

YES

Per new guidelines, please add findings noted on PE.

Per NTF I thought we were not supposed to add scars?  Please explain.
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SCREENING

SCREENING

SMOKING HISTORY

SMOKING HISTORY

10

10

PAGE_10

PAGE_10

Comments (other attemps)

If yes, how many (other attempts to quit

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

SUBJECT STATED COLD TURKEY ONCE BUT WASN'T SUCCESSFUL.

1

Hypnotism and Nicotine Anonymous are classified as other smoking cessation aids. Please
remove all data relating to hypnotism and Nicotine Anonymous classes from other attempts
to quit and add it to other smoking cessation aids. **Cold turkey data should be retained
in other attempts to quit.

Please review source and see if this should be 'Multiple' as subject states >100 times
shes attempted to quit

updated
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1670585913

BASELINE, WEEK 

BASELINE, WEEK 

EX

EX

15

15

PAGE_15

PAGE_15

0.5 g of snus or placebo logs dispensed

1.0 g of snus or placebo logs dispensed

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

10

6

Please review value

Please review value
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1670586913
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IP, WEEK 6

IP, WEEK 6

STATUS REVIEW

STATUS REVIEW

20

20

PAGE_20

PAGE_20

If Subject was not compliant, approximat

Was Subject compliant

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

UNK

NO

Subject did admit to smoking, however I do not see source for the number of cigs smoked
and the week 6 diary was not completed per progress notes.  Please review and amend this
question as applicable.

Per subject diary, subject smoked during week 5.
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PCM 39PAGE_39

Drug name 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

ACETAMINOPHEN DEXTROMETHORPHAN DOXYLAMINE

This is a combination medication.  Per the source the form is a liquid, but there is no
documentation as to how much medication was taken, only the mg amounts that is in the
medication.  We don't know how much e.g.1 teaspoon, 1 tablespoon , or 1 capsule, etc the
subject took.  Please review dose and unit and amend CRF page as applicable.  You can try
contacting the subject, but the this was a year ago.

updated to unk liquid
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PCM
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PAGE_39

PAGE_39

Dose

Drug name

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

1

PSEUDOEPHEDRINE SULFATE, LORATADINE

Please review the source for dose and unit.  This is a combination medication in the form
of a tablet.  Per the source it looks like the subject took 1 tab QD.  Please review the
source and amend the CRF page as applicable.

This is a combination medication with the next CRF page.  Please review source and list
as one combination medication as applicable.

updated the conmed.
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Dose
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Indication

1

1

1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

300

ONCE

MILD CONSTIPATION

Please review source, the two listings for Docusate NA.  It looks like 3 tabs (100 mg
each tab) was taken for the constipation and the start and stop dates are the same for
both entries.  Should there be only one entry for this medication.  Please review the
source and amend as applicable.

According to the start and stop dates, this medication was given one day.  Please verify
if 'one time' would be a better representation of frequency.

Per footnote on source con-med page, this med was taken for mild constipation.  Please
review source and amend the page as applicable.

updated crf.

Verified.  JLM 20Apr2010
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PAGE_40
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CURRENT

CURRENT

No Action Required

No Action Required

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved Date and Time is missing and Ongoing is null for Adverse Event <CHILLS>.  Please
either provide resolved date and time OR check Ongoing.

Outcome to Date is equal to  RECOVERED for CHILLS but Resolved Date and/or Time are
missing.  Please reconcile.

Time is unknown please leave as is.

Time is unknown please leave as is.
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Date the subject completed OR withdrew f 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090804

Please confirm date of completion.  Subject had ET visit on 04Aug09.  Please review
source and amend CRF page as applicable.
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