
   

CRF Report for Study E7694105
Report run by Brian Saari at 06-MAR-2013 15:43:02

Abc 123

Abc 123

CP_001

All statuses

All statuses

R3012

R3012

All statuses

Report Parameters

Abc 123

Site:

Discrepancy status choice:

Approval status choice:

Verification status choice:

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.

Starting patient:

Ending patient:

Prompt
Data value
Data value with discrepancy











03.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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









10.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF







12.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF









15.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.OS.1

OverFlow Section For Document Number R244416113

SUBJECT TERMINATED EARLY1

SUBJECT TERMINATED EARLY2



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





Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Subject Initials

Visit Name
Is Blank

Subject Number

Evaluations: Biomarker Blood Tests

Laboratory Evaluations

Date

Were the scheduled laboratory samples obtained?

(Specify samples not done, reason):

Requisition Number 1:

Requisition Number 2 (if applicable):

Were there any clinically significant labs?

Requisition Number 3 (if applicable):

Yes
No

Yes (specify below) No

Test Code IDRequisition Number Test Name

Note: Attach copy of signed laboratory report.

Locked Page Version No. PAGE_18 (v1, 25-MAR-2009)Verified

Document Number

FrozenApproved

R3012

IP, WEEK 6
a

a a a a

R250066513

(b) 
(6)



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Visit Name

Subject Initials

Is Blank

Subject Number

Expired Carbon Monoxide

Comments%COHb
ECO Level

ppmActual TimeDate

ResultDate Parameter Comments

Yes No

Behavioral Counseling

Yes NoMNWS

Date

Questionnaires

Was Questionnaire Administered?Questionnaire

Locked PAGE_19 (v1, 31-MAR-2009)Verified

Document Number

FrozenApproved Page Version No.

R3012

a
IP, WEEK 6

a aa a

R250066713

(b) 
(6)



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Subject Initials

Visit Name
Is Blank

Subject Number

1.0 g of snus or matching placebo

0.5 g of snus or matching placebo

logs

logs

Amount DispensedProduct

Date

Product Dispensation

Was Subject asked HDYF? question?

Status Review

If Subject was not compliant, approximately how many

ResultDate Parameter Comments

NoYes

cigarettes did the subject smoke that week?
NoYes

Was Subject compliant?

NoYesWas Subject's smoking status reviewed?

Yes No

Did subject receive diary and usage instructions?Date

Diary Distribution

Locked Page Version No. PAGE_20 (v1, 24-APR-2009)Verified

Document Number

FrozenApproved

R3012

IP, WEEK 6
a

a a a a

R250067013

(b) 
(6)



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Subject Initials

Visit Name
Is Blank

Subject Number

Status Review

Date

NoYesWas Subject asked HDYF? question?
Yes NoWas Behavioral Couseling Given?

many cigarettes did the subject smoke that week?
If Subject was not compliant, approximately how

Was Subject compliant? NoYes

Was Subject's use of study product reviewed? Yes No
Was Subject's smoking status reviewed? NoYes

Was Subject contacted by telephone? Yes No

Parameter Result Comments

Locked Page Version No. PAGE_21 (v1, 25-MAR-2009)Verified

Document Number

FrozenApproved

R3012

IP, WEEK 8
a

a a a a

R250067213

(b) 
(6)



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Subject Initials

Visit Name
Is Blank

Subject Number

Weight

Body Temperature

Respiratory Rate

Heart Rate

Diastolic Blood Pressure

Systolic Blood Pressure

NoYes
for 5 minutes?

ResultUnitParameter

Actual TimeDate
Was Subject seated

Were vital signs collected?

Vital Signs

NoYes

Locked Page Version No. PAGE_22 (v1, 27-MAR-2009)Verified

Document Number

FrozenApproved

R3012

IP, WEEK 10
a

a a a a

R250067413

(b) 
(6)



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Visit Name

Subject Initials

Is Blank

Subject Number

Expired Carbon Monoxide

Comments%COHb
ECO Level

ppmActual TimeDate

ResultDate Parameter Comments

Yes No

Behavioral Counseling

Yes NoMNWS

Date

Questionnaires

Was Questionnaire Administered?Questionnaire

Locked PAGE_23 (v1, 31-MAR-2009)Verified

Document Number

FrozenApproved Page Version No.

R3012

a
IP, WEEK 10

a aa a

R250067513

(b) 
(6)



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Subject Initials

Visit Name
Is Blank

Subject Number

1.0 g of snus or matching placebo

0.5 g of snus or matching placebo

logs

logs

Amount DispensedProduct

Date

Product Dispensation

Was Subject asked HDYF? question? Yes No

Date

Status Review

many cigarettes did the subject smoke that week?
If Subject was not compliant, approximately how

Yes NoWas Subject compliant?
NoYesWas Subject's use of study product reviewed?

Yes NoWas Subject's smoking status reviewed?

Parameter Result Comments

Yes No

Did subject receive diary and usage instructions?Date

Diary Distribution

Locked Page Version No. PAGE_24 (v1, 27-MAR-2009)Verified

Document Number

FrozenApproved

R3012

IP, WEEK 10
a

a a a a

R250067713

(b) 
(6)



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Subject Initials

Visit Name
Is Blank

Subject Number

Was Subject instructed to cut down on product

too abrupt ending of nicotine uptake?

Was Subject asked HDYF? question? Yes No

Date

Status Review

NoYes

Yes No

NoYes

Yes No
NoYes

Yes No

Parameter Result Comments
Was Subject contacted by telephone?

Was Subject's smoking status reviewed?
Was Subject's use of study product reviewed?

Was Subject compliant?
If Subject was not compliant, approximately how
many cigarettes did the subject smoke that week?

Was Behavioral Couseling Given?

use during upcoming Weeks 14-16 to aviod a

Locked Page Version No. PAGE_25 (v1, 27-MAR-2009)Verified

Document Number

FrozenApproved

R3012

IP, WEEK 13
a

a a a a

R250067813

(b) 
(6)



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Subject Initials

Visit Name
Is Blank

Subject Number

Weight

Body Temperature

Respiratory Rate

Heart Rate

Diastolic Blood Pressure

Systolic Blood Pressure

NoYes
for 5 minutes?

ResultUnitParameter

Actual TimeDate
Was Subject seated

Were vital signs collected?

Vital Signs

NoYes

Locked Page Version No. PAGE_26 (v1, 27-MAR-2009)Verified

Document Number

FrozenApproved

R3012

IP, WEEK 16

a 22-APR-2009 08:52 a

MMHG 122

MMHG 085

BEATS/MINUTE 076

BREATHS/MINUTE 20

C 36.4

LB 194.4

a a a a

R250068013

(b) 
(6)



26.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Subject Initials

Visit Name
Is Blank

Subject Number

Evaluations: Biomarker Blood Tests

Laboratory Evaluations

Date

Were the scheduled laboratory samples obtained?

(Specify samples not done, reason):

Requisition Number 1:

Requisition Number 2 (if applicable):

Were there any clinically significant labs?

Requisition Number 3 (if applicable):

Yes
No

Yes (specify below) No

Test Code IDRequisition Number Test Name

Note: Attach copy of signed laboratory report.

Locked Page Version No. PAGE_27 (v1, 25-MAR-2009)Verified

Document Number

FrozenApproved

R3012

IP, WEEK 16

22-APR-2009

a

NA

a

a a a a

R250068213

(b) 
(6)



27.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



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Visit Name

Subject Initials

Is Blank

Subject Number

NENoYes

NENoYes

NENoYes

* Indicate NE if system was not examined.

FindingsFindings*ProcedureDate

Oral Health Examination

Locked PAGE_28 (v1, 25-MAR-2009)Verified

Document Number

FrozenApproved Page Version No.

R3012

IP, WEEK 16

22-APR-2009 EVIDENCE OF LEUKOPLAKIA a

22-APR-2009 EXPOSED DENTAL CERVICES IN UPPER SULCUS? a

22-APR-2009 OTHER ORAL KERATOSIS a

a aa a

R250068413

(b) 
(6)



28.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



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Subject Initials

Visit Name
Is Blank

Subject Number

Date

* Abdomen

* Heart

* Lungs

* Neck (including thyroid)

Physical Examinations

NoYes

* Lymph Nodes

* Neurologic/Nervous System

* Extremities

* HEENT

* Skin

* General Apperance

* Oral Cavity

Consider the following systems when performing the assessment:

FindingsNo.

Sequence

Does the subject have any abnormal findings?

Locked Page Version No. PAGE_29 (v1, 27-MAR-2009)Verified

Document Number

FrozenApproved

R3012

IP, WEEK 16

22-APR-2009

a

a a a a

R250068513

(b) 
(6)



29.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Visit Name

Subject Initials

Is Blank

Subject Number

Expired Carbon Monoxide

Comments%COHb
ECO Level

ppmActual TimeDate

ResultDate Parameter Comments

Yes No

Behavioral Counseling

Questionnaires

No

Yes NoMNWS

Questionnaire

YesFTND

Date

Was Questionnaire Administered?

Locked PAGE_30 (v1, 31-MAR-2009)Verified

Document Number

FrozenApproved Page Version No.

R3012

IP, WEEK 16

22-APR-2009 08:51 015 03.0

22-APR-2009 WAS BEHAVIORAL COUNSELING GIVEN? a

22-APR-2009

a

a

a aa a

R250068613

(b) 
(6)



30.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Subject Initials

Visit Name
Is Blank

Subject Number

Was Subject asked HDYF? question? Yes No

Date

Status Review

many cigarettes did the subject smoke that week?
If Subject was not compliant, approximately how

Yes NoWas Subject compliant?
NoYesWas Subject's use of study product reviewed?

Yes NoWas Subject's smoking status reviewed?

Parameter Result Comments

Yes No

Did subject receive diary and usage instructions?Date

Diary Distribution

Locked Page Version No. PAGE_31 (v1, 12-MAY-2009)Verified

Document Number

FrozenApproved

R3012

IP, WEEK 16

22-APR-2009 a
a

a

UNKNOWN SUBJECT DID NOT ANSWER QU1
a

22-APR-2009 a

a a a a

R250068813

(b) 
(6)



31.OS.1

OverFlow Section For Document Number R250068813

SUBJECT DID NOT ANSWER QUESTION ON RETURN QUESTIONNAIRE AT EARLY TERMINATION
VISIT

1



31.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



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Subject Initials

Visit Name
Is Blank

Subject Number

Scheduled 

Was Subject asked HDYF? question? Yes No

Date

Status Review

ResultParameter Comments
NoWas Subject contacted by telephone? Yes

Was Subject's smoking status reviewed? NoYes

NoYesWas Subject compliant?
If Subject was not compliant, approximately how
many cigarettes did the subject smoke that week?

Yes NoWas Behavioral Couseling Given?

NoYesWas Subject asked HDYF? question?

Scheduled Date

ResultParameter Comments
NoWas Subject contacted by telephone? Yes

Was Subject's smoking status reviewed? NoYes

NoYesWas Subject compliant?
If Subject was not compliant, approximately how
many cigarettes did the subject smoke that week?

Yes NoWas Behavioral Couseling Given?

Locked Page Version No. PAGE_32 (v1, 27-MAR-2009)Verified

Document Number

FrozenApproved

R3012

FU, WEEK 20 & 24
a

a a a a

R250068913

(b) (6)

(b) (6)

(b) 
(6)



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Subject Initials

Visit Name
Is Blank

Subject Number

Weight

Body Temperature

Respiratory Rate

Heart Rate

Diastolic Blood Pressure

Systolic Blood Pressure

NoYes
for 5 minutes?

ResultUnitParameter

Actual TimeDate
Was Subject seated

Were vital signs collected?

Vital Signs

NoYes

Locked Page Version No. PAGE_33 (v1, 27-MAR-2009)Verified

Document Number

FrozenApproved

R3012

FU, WEEK 28
a

a a a a

R244418213

(b) 
(6)



33.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Subject Initials

Visit Name
Is Blank

Subject Number

Evaluations: Biomarker Blood Tests

Laboratory Evaluations

Date

Were the scheduled laboratory samples obtained?

(Specify samples not done, reason):

Requisition Number 1:

Requisition Number 2 (if applicable):

Were there any clinically significant labs?

Requisition Number 3 (if applicable):

Yes
No

Yes (specify below) No

Test Code IDRequisition Number Test Name

Note: Attach copy of signed laboratory report.

Locked Page Version No. PAGE_34 (v1, 25-MAR-2009)Verified

Document Number

FrozenApproved

R3012

FU, WEEK 28
a

a a a a

R244418313

(b) 
(6)



34.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Visit Name

Subject Initials

Is Blank

Subject Number

NENoYes

NENoYes

NENoYes

* Indicate NE if system was not examined.

FindingsFindings*ProcedureDate

Oral Health Examination

Locked PAGE_35 (v1, 25-MAR-2009)Verified

Document Number

FrozenApproved Page Version No.

R3012

a
FU, WEEK 28

a aa a

R244418413

(b) 
(6)



35.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Subject Initials

Visit Name
Is Blank

Subject Number

Date

* Abdomen

* Heart

* Lungs

* Neck (including thyroid)

Physical Examinations

NoYes

* Lymph Nodes

* Neurologic/Nervous System

* Extremities

* HEENT

* Skin

* General Apperance

* Oral Cavity

Consider the following systems when performing the assessment:

FindingsNo.

Sequence

Does the subject have any abnormal findings?

Locked Page Version No. PAGE_36 (v1, 27-MAR-2009)Verified

Document Number

FrozenApproved

R3012

FU, WEEK 28
a

a a a a

R244418713

(b) 
(6)



36.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Visit Name

Subject Initials

Is Blank

Subject Number

Expired Carbon Monoxide

Comments%COHb
ECO Level

ppmActual TimeDate

ResultDate Parameter Comments

Yes No

Behavioral Counseling

Questionnaires

No

Yes NoMNWS

Questionnaire

YesFTND

Date

Was Questionnaire Administered?

Locked PAGE_37 (v1, 31-MAR-2009)Verified

Document Number

FrozenApproved Page Version No.

R3012

a
FU, WEEK 28

a aa a

R244418813

(b) 
(6)



37.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Subject Initials

Visit Name
Is Blank

Subject Number

No

Date

Yes
cigarettes did the subject smoke that week?

If Subject was not compliant, approximately how many
NoYesWas Subject compliant?

NoYesWas Subject's smoking status reviewed?

Parameter Result Comments

Status Review

Was Subject asked HDYF? question?

Locked Page Version No. PAGE_38 (v1, 27-MAR-2009)Verified

Document Number

FrozenApproved

R3012

FU, WEEK 28
a

a a a a

R244419313

(b) 
(6)



38.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Subject Initials

Visit Name
Is Blank

Subject Number

1Start and Stop Date: If medication is given on a regular schedule, report start date only once. If dose regimen
changes, report a new line of information. Report start and stop dates for each change in dose regimen.

Start Date1 Stop Date1

Drug Name:

NoYes, list below.

Has the subject taken any medications prior to the first dose and/or during the study as restricted by the protocol?

Previous and Concomitant Medications

Select only one Select only one

Dose:

grams

micrograms

milligrams
milliliter
tablet
other, specify

Unit: Frequency

every morning
at bedtime
every day

one time
whenever necessary

other, specifytwice daily

three times daily
four times daily

every week
every other day
every four hours

Ongoing

Indication:

Locked Page Version No. PAGE_39 (v1, 25-MAR-2009)Verified

Document Number

FrozenApproved

R3012

PCM

a

CIALIS

ERECTILE DYSFUNCTION

20

a

a

00-00-2007 a

a a a a

R250070313

(b) 
(6)



39.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Subject Initials

Visit Name
Is Blank

Subject Number

1Start and Stop Date: If medication is given on a regular schedule, report start date only once. If dose regimen
changes, report a new line of information. Report start and stop dates for each change in dose regimen.

Start Date1 Stop Date1

Drug Name:

NoYes, list below.

Has the subject taken any medications prior to the first dose and/or during the study as restricted by the protocol?

Previous and Concomitant Medications

Select only one Select only one

Dose:

grams

micrograms

milligrams
milliliter
tablet
other, specify

Unit: Frequency

every morning
at bedtime
every day

one time
whenever necessary

other, specifytwice daily

three times daily
four times daily

every week
every other day
every four hours

Ongoing

Indication:

Locked Page Version No. PAGE_39 (v1, 25-MAR-2009)Verified

Document Number

FrozenApproved

R3012

PCM

a

ADVIL

HEADACHES

200

a

a

00-00-2004 a

a a a a

R250070813

(b) 
(6)



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



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Subject Initials

Visit Name
Is Blank

Subject Number

to Date:

Onset Date

Adverse Event:

No

Select only one

YesDid the subject experience any adverse events?

Select only one

Probably Related

Possibly Related

Unlikely

Not Related

Definitely Related

Select only oneSelect only one

Other Treatment or Procedure, Specify:

Other Drug Therapy, Specify as Con. Med.

None Recovered

Continuing without Treatment

Continuing with Treatment

Death
Discontinuation from Study

Discontinuation of Drug Therapy

Action Taken: Outcome to Date

Severe
No Moderate
Yes Mild

RelationshipSerious Event: Severity:

Ongoing
Onset Time Resolved Date Resolved Time

Adverse Events

Select only one

Locked Page Version No. PAGE_40 (v1, 27-MAR-2009)Verified

Document Number

FrozenApproved

R3012

AE

a

VIRAL GASTROENTERITIS

01-APR-2009 UNK 03-APR-2009 UNK

a

a a

a a

a a a a

R244416413

(b) 
(6)



40.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Subject Initials

Visit Name
Is Blank

Subject Number

to Date:

Onset Date

Adverse Event:

No

Select only one

YesDid the subject experience any adverse events?

Select only one

Probably Related

Possibly Related

Unlikely

Not Related

Definitely Related

Select only oneSelect only one

Other Treatment or Procedure, Specify:

Other Drug Therapy, Specify as Con. Med.

None Recovered

Continuing without Treatment

Continuing with Treatment

Death
Discontinuation from Study

Discontinuation of Drug Therapy

Action Taken: Outcome to Date

Severe
No Moderate
Yes Mild

RelationshipSerious Event: Severity:

Ongoing
Onset Time Resolved Date Resolved Time

Adverse Events

Select only one

Locked Page Version No. PAGE_40 (v1, 27-MAR-2009)Verified

Document Number

FrozenApproved

R3012

AE

a

ACNE VULGARIS

10-APR-2009 UNK 22-MAY-2009 UNK

a

a a

a

a

a a a a

R244417113

(b) 
(6)



40.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



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Subject Initials

Visit Name
Is Blank

Subject Number

to Date:

Onset Date

Adverse Event:

No

Select only one

YesDid the subject experience any adverse events?

Select only one

Probably Related

Possibly Related

Unlikely

Not Related

Definitely Related

Select only oneSelect only one

Other Treatment or Procedure, Specify:

Other Drug Therapy, Specify as Con. Med.

None Recovered

Continuing without Treatment

Continuing with Treatment

Death
Discontinuation from Study

Discontinuation of Drug Therapy

Action Taken: Outcome to Date

Severe
No Moderate
Yes Mild

RelationshipSerious Event: Severity:

Ongoing
Onset Time Resolved Date Resolved Time

Adverse Events

Select only one

Locked Page Version No. PAGE_40 (v1, 27-MAR-2009)Verified

Document Number

FrozenApproved

R3012

AE

a

DYSPEPSIA

08-APR-2009 UNK 13-APR-2009 UNK

a

a a

a

a

a a a a

R244417413

(b) 
(6)



40.U2.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Subject Initials

Visit Name
Is Blank

Subject Number

to Date:

Onset Date

Adverse Event:

No

Select only one

YesDid the subject experience any adverse events?

Select only one

Probably Related

Possibly Related

Unlikely

Not Related

Definitely Related

Select only oneSelect only one

Other Treatment or Procedure, Specify:

Other Drug Therapy, Specify as Con. Med.

None Recovered

Continuing without Treatment

Continuing with Treatment

Death
Discontinuation from Study

Discontinuation of Drug Therapy

Action Taken: Outcome to Date

Severe
No Moderate
Yes Mild

RelationshipSerious Event: Severity:

Ongoing
Onset Time Resolved Date Resolved Time

Adverse Events

Select only one

Locked Page Version No. PAGE_40 (v1, 27-MAR-2009)Verified

Document Number

FrozenApproved

R3012

AE

a

DIARRHEA

08-APR-2009 UNK 13-APR-2009 UNK

a

a a

a

a

a a a a

R244417613

(b) 
(6)



40.U3.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Subject Initials

Visit Name
Is Blank

Subject Number

to Date:

Onset Date

Adverse Event:

No

Select only one

YesDid the subject experience any adverse events?

Select only one

Probably Related

Possibly Related

Unlikely

Not Related

Definitely Related

Select only oneSelect only one

Other Treatment or Procedure, Specify:

Other Drug Therapy, Specify as Con. Med.

None Recovered

Continuing without Treatment

Continuing with Treatment

Death
Discontinuation from Study

Discontinuation of Drug Therapy

Action Taken: Outcome to Date

Severe
No Moderate
Yes Mild

RelationshipSerious Event: Severity:

Ongoing
Onset Time Resolved Date Resolved Time

Adverse Events

Select only one

Locked Page Version No. PAGE_40 (v1, 27-MAR-2009)Verified

Document Number

FrozenApproved

R3012

AE
a

a a a a

R250078213

(b) 
(6)



40.U4.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF



Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Subject Initials

Visit Name
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Subject Number

to Date:

Onset Date

Adverse Event:

No

Select only one

YesDid the subject experience any adverse events?

Select only one

Probably Related

Possibly Related

Unlikely

Not Related

Definitely Related

Select only oneSelect only one

Other Treatment or Procedure, Specify:

Other Drug Therapy, Specify as Con. Med.

None Recovered

Continuing without Treatment

Continuing with Treatment

Death
Discontinuation from Study

Discontinuation of Drug Therapy

Action Taken: Outcome to Date

Severe
No Moderate
Yes Mild

RelationshipSerious Event: Severity:

Ongoing
Onset Time Resolved Date Resolved Time

Adverse Events

Select only one
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Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Visit Name

Subject Initials
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Subject Number

Additional Assessments - 12-Lead Electrocardiogram Report

NoWere any additional 12-lead ECGs collected? Yes, list below.

Comments Regarding CS Findings:ECG InterpretationActual TimeDate

Abnormal, CS

Abnormal, CS

Abnormal, CS

Abnormal, CS

Normal Abnormal, NCS

Normal Abnormal, NCS

Normal Abnormal, NCS

Abnormal, CS

Abnormal, NCSNormal

Abnormal, NCSNormal
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Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB
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Significant?
Clinically

Comments

No

Yes
No

Yes
No

Yes
No
Yes
No
Yes

Test Code ID

Yes, list below No

Test NameRequisition
Date

Were any additional laboratory evaluations collected?

Additional Assessments - Laboratory Evaluations

Number

Note: Attach copy of signed laboratory report.

No
Yes

No
Yes

CS Labs Only CS Labs Only
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Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Subject Initials

Visit Name
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Subject Number

Body Temperature
Respiratory Rate

Heart Rate

Parameter

Systolic Blood Pressure

Diastolic Blood Pressure

Body Temperature

Respiratory Rate

Heart Rate

Diastolic Blood Pressure

Systolic Blood Pressure

Parameter

Position

Standing

Supine

Seated

Other, specify

Comments

Seated

Supine

Standing

Position

Comments

Other, specify

ResultUnit

Additional Assessments - Vital Signs

NoYes, list below.Were any additional vital signs collected?

Actual TimeDate

Actual TimeDate

Unit Result
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Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Subject Initials

Visit Name
Is Blank

Subject Number

Additional Assessments - Physical Examinations

Date

* Extremities

Yes No

* Abdomen

* Heart

* Lungs

* Neck (including thyroid)

* Neurologic/Nervous System

* Lymph Nodes* Skin

* HEENT

* General Apperance

* Oral Cavity

Consider the following systems when performing the assessment:

FindingsNo.

Sequence

Does the subject have any abnormal findings?
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Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Visit Name

Subject Initials

Is Blank

Subject Number

NENoYes

NENoYes

NENoYes

* Indicate NE if system was not examined.

FindingsFindings*ProcedureDate

Oral Health Examination
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Covance Study Number: 7694-105

Protocol Number: SM 08-01

Swedish Match AB

Subject Initials

Visit Name
Is Blank

Subject Number

to be complete and accurate.
By electronically approving this case report form, I have reviewed the data and found them

Investigator Comments (if none, leave blank):

Reason for Withdrawal (check one):

NA, Completed Study

Adverse Event, specify:

Terminated by Sponsor

Consent Withdrawn

Lost to Follow-up

Other, specify:

Date the subject completed OR withdrew from the study:

Study Completion
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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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1

1

1
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CIALAS

CIALAS

G

GENITO URINARY SYSTEM
AND SEX HORMONES, G

G04
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G04B

OTHER UROLOGICALS, INCL.
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1

1

1
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1

1
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1

1

1

1

1

C

CARDIOVASCULAR SYSTEM, C

C01

CARDIAC THERAPY, C01

C01E

OTHER CARDIAC
PREPARATIONS, C01E

C01EB

C

M

CARDIOVASCULAR SYSTEM, C

MUSCULO-SKELETAL SYSTEM,
M

C01

M01

CARDIAC THERAPY, C01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

C01E

M01A

OTHER CARDIAC
PREPARATIONS, C01E

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

C01EB

M01AE

20-APR-2010 11:29:16

27-APR-2010 12:10:38

20-APR-2010 11:29:16

27-APR-2010 12:10:38

20-APR-2010 11:29:16

27-APR-2010 12:10:38

20-APR-2010 11:29:16

27-APR-2010 12:10:38

20-APR-2010 11:29:16

27-APR-2010 12:10:38

20-APR-2010 11:29:16

27-APR-2010 12:10:38

20-APR-2010 11:29:16

27-APR-2010 12:10:38

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change
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Page_39

CP_001

R3012 Pcm.1

Pcm Page number 39 Pcm.1

CM1

ATC4 Text

ATC4 Text

Dose

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

1

1

1

1

1

1

1

OTHER CARDIAC
PREPARATIONS, C01EB

20

OTHER CARDIAC
PREPARATIONS, C01EB

PROPIONIC ACID
DERIVATIVES, M01AE

200

IBUPROFEN

00109201001

ADVIL /00109201/

00109201030

20-APR-2010 11:29:16

27-APR-2010 12:10:38

20-APR-2010 15:22:40

20-APR-2010 11:29:16

20-APR-2010 11:29:16

20-APR-2010 11:29:16

20-APR-2010 11:29:16

Carol Kraucyk

Joanne Mccaigue

Tricia Hunt

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk
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Class. Change
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Page_40

CP_001

R3012 Ae.1

Ae Page number 40 Ae.1

AE1

Ongoing

Outcome to Date

Resolved Date

Resolved Time

1

1

1

1

CHECKED

CONT WITHOUT TREATMENT

RECOVERED

22-MAY-2009

UNK

09-NOV-2009 13:13:07

24-APR-2010 10:04:20

09-NOV-2009 13:13:07

09-NOV-2009 13:13:07

Marilyn Mindolovich

Tricia Hunt

Marilyn Mindolovich

Marilyn Mindolovich

Investigator
Correction

Data Entry Error

Investigator
Correction

Investigator
Correction
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Page_40

CP_001

R3012 Ae.4

CRF Header

DCI Blank Flag

1

N

Y

13-AUG-2009 18:01:53

Tricia Hunt

Data Entry Error
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CRF Header

DCI Blank Flag

1

N

Y

13-AUG-2009 18:03:07

Tricia Hunt
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Page_46

CP_001

R3012 Study Competion
46

Ds Page number 46 Study Competion

DS

AE specify

AE specify

1

1

ACNE, DIARREAH,
DYSPEPSIA

VULGARIS, DIARRHEA,
DYSPEPSIA

VULGARIS, DIARRHEA,
DYSPEPSIA

ACNE VULGARIS, DIARRHEA,
DYSPEPSIA

02-JUN-2009 16:53:26

13-AUG-2009 18:07:16

Tricia Hunt

Tricia Hunt

Data Entry Error
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SCREENING

UPREG 7PAGE_07

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Please complete this section and the Urine drug Screen section.

Discrepancy Detail Report
Document #:

Discrepancy ID:

Visit:

CRF:
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Value Text:

Type:

Review Status:
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Internal Comment:

Resolution Type:

Resolution Text:

Status:
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Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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R244413813

CP_001 R301274033311

SCREENING

SMOKING HISTORY 10PAGE_10

Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090422

Please verify date of smoking history (22-Apr-2009) as it is inconsistent with all other
Screening assessment dates (26-Mar-2009).

he date is correct. A new version of the supplement med hx questionnaire was released on
03Apr2009 to cover missing questions. The questionnaire was completed verbally 22Apr2009.

Document #:

Discrepancy ID:

Visit:
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Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:
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BASELINE, WEEK 

SC 15PAGE_15

Actual Time 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

1300

Please use the time of first use (1300) for the randomization time.

Updated

Document #:
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Visit:
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Field:

Value Text:
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Review Status:
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Row:
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SPTP, WEEKS 1-4

STATUS REVIEW 16APAGE_16

Comments (contacted by phone) 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

SUBJECT TERMINATED EARLY

Please update the comment in Week 3 AND Week 4 to 'Subject terminated early' to avoid
using abbreviations (termed).

Corrected.

DM Response: See query text. Please update for Week 4 as well.
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IP, WEEK 16

LB 27PAGE_27

Requisition Number 1: 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NA

Please provide requisition number or enter NA.
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Visit:
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CP_001 R301284593211

IP, WEEK 16

ORAL HEALTH EXA 28PAGE_28

Findings* 3

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NO

Oral health exam occurred on this date- Please verify response of NE. If correct, please
provide an in-query commet about why this was not examined.

Completed.
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CP_001

CP_001

R3012

R3012

84593511

1780184513

IP, WEEK 16

IP, WEEK 16

STATUS REVIEW

STATUS REVIEW

31

31

PAGE_31

PAGE_31

Comments (how many cigarettes)

Was Subject compliant

1

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

SUBJECT DID NOT ANSWER QUESTION ON RETURN QUESTIONNAIRE AT EARLY TERMINATION VISIT

NO

Please update comment to use full text rather than abbreviations (ET and PT).

Return questionnaire question # 8 was not answered.  Per subject diary completed on
19Apr09, subject was smoking 12 / day.  Please review and revise response to compliance
question on CRF pg.  Please verify that amount smoked would be UNK since this information
was not collected on return questionnaire.

DM Response: Please omit question number (8) as it does not correspond to CRF question
number. *Please update to not use abbreviations (TERM).

Complete.

DM Response: Please see above response... Please update comment text. CRF does not have a
question #8 so this is unclear.

Changed
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IP, WEEK 16

DIARY 31PAGE_31

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090422

Please enter date rather than ND as ND is indicated by response of No.

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:
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Visit Date:
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Row:
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PCM.1

PCM 39PAGE_39

Dose 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

200

Please verify/update dose amount.

Corrected entry

Verified.  JLM 21Apr2010
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CP_001

CP_001

R3012

R3012

1642353913

1642355113

AE

AE

AE

AE

40

40

PAGE_40

PAGE_40

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 <VIRAL
GASTROENTERITIS>.  Please either provide resolved date and time OR check Ongoing.

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

The information per subject report is correct.

The time event resovled is unknown. The date resolved was verified as entered.
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Discrepancy ID:

Visit:

Visit:
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CRF:

Field:

Field:

Value Text:

Value Text:

Type:

Type:

Review Status:

Review Status:
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Internal Comment:
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CP_001

CP_001

CP_001

R3012

R3012

R3012

106394111

111901911

20528111

AE.1

AE.1

AE.1

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Outcome to Date 1

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

No Action Required

MANUAL

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

RECOVERED

There is a resolved date.  Please verify updating outcome to recovered.

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

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

Time resolved is UNK. Data is complete per source.

Verfied.  JLM 26Apr2010

Verified.  JLM 26Apr2010

Time resolved is UNK. Data is complete per source.
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Qualifying Value:
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R244417413

CP_001

CP_001

R3012

R3012

1642354013

1642355213

AE.2

AE.2

AE

AE

40

40

PAGE_40

PAGE_40

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 <DYSPEPSIA>.
Please either provide resolved date and time OR check Ongoing.

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

Time unk

Time is unknown. No change needed
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Discrepancy ID:
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Visit:
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CRF:

Field:

Field:

Value Text:

Value Text:

Type:

Type:
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Review Status:
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CP_001

CP_001

R3012

R3012

1642354113

1642355313

AE.3

AE.3

AE

AE

40

40

PAGE_40

PAGE_40

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 <DIARRHEA>.
Please either provide resolved date and time OR check Ongoing.

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

Confirmed time UNK

Confirmed time ukn

Confirmed unk time.
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STUDY COMPETION

DS 46PAGE_46

AE specify 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

ACNE VULGARIS, DIARRHEA, DYSPEPSIA

Please enter 'acne' to term vulgaris.
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