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Screening number

Site number
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Generated On: 14 Jul 2014 10:16:01

Final 7.0 (Main CRF) (520)

Date of ‘Screen Failed’ Event Fixed Unit: 
DD/MMM/YYYY

Date of ‘Discontinued From
Enrollment’ Event

Fixed Unit: 
DD/MMM/YYYY

Randomization Date Fixed Unit: 
DD/MMM/YYYY

Randomization Time Fixed Unit: 
hour:min 24-hour clock
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Form: Date of Visit
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Date of Visit Fixed Unit: 
DD/MMM/YYYY
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Date of Visit Fixed Unit: 
DD/MMM/YYYY
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Date of Visit Fixed Unit: 
DD/MMM/YYYY

Discharge Time Fixed Unit: 
hour:min 24-hour clock
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Subject smokes at least 10
commercially available

menthol CCs per day (no
brand restrictions) with a

maximum yield of 1 mg
nicotine ISO/mCC, as

labelled on the cigarette
package, for the last 4

weeks, based on
self-reporting.

Furthermore, the subject
has been smoking for at

least the last 3 consecutive
years. The smoking status
will be verified based on a

urinary cotinine test
(cotinine >200 ng/mL).

The subject does not plan
to quit smoking in the next

3 months.
The subject is ready to
accept interruptions of

smoking for up to 4 days.
The subject is ready to

accept using both the THS
2.2 Menthol and NRT gum

products.

Result No
Yes

Inclusion/Exclusion Criterion Number 2
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Inclusion/Exclusion Criterion As per Investigator
judgment, the subject

cannot participate in the
study for any reason (e.g.,

medical, psychiatric,
and/or social reason).

A subject who is legally
incompetent, physically or

mentally incapable of
giving consent (e.g.,

emergency situation, under
guardianship, , prisoners or

subjects who are
involuntarily incarcerated).

The subject has medical
condition requiring

smoking cessation, or
clinically relevant diseases
(including but not limited
to gastrointestinal, renal,

hepatic, neurological,
hematological, endocrine,

oncological, urological,
immunological, pulmonary
and cardiovascular disease

or any other medical
condition [including but not
limited to clinically relevant

abnormal laboratory
parameters]) in the

judgment of the
Investigator.

The subject has a body
mass index (BMI) <18.5 or

>32.0 kg/m2.

50 of 441



Final 7.0 (Main CRF): Case Book
Project Name: ZRHM-PK-05-JP
Form: Exclusion Criteria
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Final 7.0 (Main CRF) (520)

As per Investigator
judgment, the subject has

medical conditions which
require or will require in

the course of the study, a
medical intervention (e.g.,

start of treatment, surgery,
hospitalization) which may

interfere with the study
participation and/or study

results.
The subject has used

nicotine containing
products other than

commercially available
mCC (either tobacco-based

products or
nicotine-replacement

therapy) as well as
electronic cigarettes and
similar devices, within 4

weeks prior to assessment.
The subject has received

medication (prescription or
over-the-counter) within

14 days or within 5
half-lives of the drug prior
to the Admission Day (Day

-1; whichever is longer)
that has an impact on

CYP2A6 activity.
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In case the subject
received any medication
(prescribed or over the

counter) within 14 days
prior to Screening or prior

to the Admission Day (Day
-1) it will be decided at the

discretion of the
Investigator if these can
potentially interfere with
the study objectives and

subject’s safety.
The subject has a positive

alcohol test and/or the
subject has a history of

alcohol abuse that could
interfere with subject’s
participation in study.

The subject has a positive
urine drug test.

Positive serology test for
human immunodeficiency

virus (HIV) 1/2, Hepatitis B
or Hepatitis C.

Donation or receipt of
whole blood or blood

products within 3 months
prior to Admission.

The subject is a current or
former employee of the

tobacco industry or of their
first-degree relatives

(parent, sibling, child).
The subject is an employee

of the investigational site
or any other parties

involved in the study or of
their first-degree relatives

(parent, sibling, child).
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Time of last chew/removal
hour:min 24-hour clock

Comment
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Date Fixed Unit: 
DD/MMM/YYYY

Brand name

ISO Tar Yield Fixed Unit: MG

ISO Tar Yield unit Milligram

ISO Nicotine Yield Fixed Unit: MG

ISO Nicotine Yield unit Milligram
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Assessment not done

If not done, please specify the reason:

Actual Time of Assessment Fixed Unit: 
hour:min 24-hour clock

Result Fixed Unit: ppm

Unit ppm

344 of 441









Final 7.0 (Main CRF): Case Book
Project Name: ZRHM-PK-05-JP
Form: CYP2A6 activity samples
Generated On: 14 Jul 2014 10:16:01
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Parameter trans-3’-hydroxycotinine
cotinine
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Number

Brand Name

Start Date
DD/MMM/YYYY

Stop Date
DD/MMM/YYYY

Ongoing at final contact

Total Daily dose - Dose
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Route Auricular Route of
Administration

Buccal Route of
Administration

Conjunctival Route of
Administration

Cutaneous Route of
Administration

Dental Route of
Administration

Electro-osmosis Route of
Administration

Endocervical Route of
Administration

Endosinusial Route of
Administration

Endotracheal Route of
Administration

Enteral Route of
Administration

Epidural Route of
Administration

Extraamniotic Route of
Administration

Extracorporeal Circulation
Route of Administration

Administration Via
Hemodialysis

Infiltration Route of
Administration

Interstitial Route of
Administration

Intraabdominal Route of
Administration

Intraamniotic Route of
Administration

Intraarterial Route of
Administration

Intraarticular Route of
Administration
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Generated On: 14 Jul 2014 10:16:01

Final 7.0 (Main CRF) (520)

Intrabiliary Route of
Administration

Intrabronchial Route of
Administration

Intrabursal Route of
Administration

Intracardiac Route of
Administration

Intracartilaginous Route of
Administration

Intracaudal Route of
Administration

Intracavernous Route of
Administration

Intracavitary Route of
Administration

Intracerebral Route of
Administration

Intracisternal Route of
Administration

Intracorneal Route of
Administration

Intracoronal Dental Route
of Administration

Intracoronary Route of
Administration

Intracorporus Cavernosum
Route of Administration

Intradermal Route of
Administration

Intradiscal Route of
Administration

Intraductal Route of
Administration

Intraduodenal Route of
Administration

Intradural Route of
Administration

Intraepidermal Route of
Administration
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Generated On: 14 Jul 2014 10:16:01

Final 7.0 (Main CRF) (520)

Intraesophageal Route of
Administration

Intragastric Route of
Administration

Intragingival Route of
Administration

Intraileal Route of
Administration

Intralesional Route of
Administration

Intraluminal Route of
Administration

Intralymphatic Route of
Administration

Intramedullary Route of
Administration

Intrameningeal Route of
Administration

Intramuscular Route of
Administration

Intraocular Route of
Administration

Intraovarian Route of
Administration

Intrapericardial Route of
Administration

Intraperitoneal Route of
Administration

Intrapleural Route of
Administration

Intraprostatic Route of
Administration

Intrapulmonary Route of
Administration

Intrasinal Route of
Administration

Intraspinal Route of
Administration

Intrasynovial Route of
Administration
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Generated On: 14 Jul 2014 10:16:01

Final 7.0 (Main CRF) (520)

Occlusive Dressing
Technique

Ophthalmic Route of
Administration
Oral Route of

Administration
Oropharyngeal Route of

Administration
Other Route of
Administration

Parenteral Route of
Administration

Percutaneous Route of
Administration

Periarticular Route of
Administration

Peridural Route of
Administration

Perineural Route of
Administration

Periodontal Route of
Administration

Rectal Route of
Administration

Inhalation Route of
Administration

Retrobulbar Route of
Administration

Soft Tissue Route Of
Administration

Subarachnoid Route of
Administration

Subconjunctival Route of
Administration

Subcutaneous Route of
Administration

Sublingual Route of
Administration

Submucosal Route of
Administration
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Project Name: ZRHM-PK-05-JP
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Generated On: 14 Jul 2014 10:16:01

Final 7.0 (Main CRF) (520)

Topical Route of
Administration

Transdermal Route of
Administration

Mucosal Route of
Administration

Transplacental Route of
Administration

Transtracheal Route of
Administration

Transtympanic Route of
Administration

Unassigned Route of
Administration

Unknown Route of
Administration

Ureteral Route of
Administration

Intraurethral Route of
Administration

Vaginal Route of
Administration

Indication

Concomitant Disease Number

AE Number

Other
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Project Name: ZRHM-PK-05-JP
Form: Device Inventory - THS 2.2 Menthol Cigarette Holder
Generated On: 14 Jul 2014 10:16:01

Final 7.0 (Main CRF) (520)

Device Inventory
Log Number

Visit

Date of
Device Distribution
DD/MMM/YYYY

Time of
Device Distribution
hour:min 24-hour clock

Device Type THS 2.2 Cigarette Holder

Device Serial Number

Date of
Device Collection
DD/MMM/YYYY

Time of
Device Collection
hour:min 24-hour clock
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Form: Device Inventory - THS 2.2 Menthol Charging Unit
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Final 7.0 (Main CRF) (520)

Device Inventory
Log Number

Visit

Date of
Device Distribution
DD/MMM/YYYY

Time of
Device Distribution
hour:min 24-hour clock

Device Type THS 2.2 Charging Unit

Device Serial Number

Date of
Device Collection
DD/MMM/YYYY

Time of
Device Collection
hour:min 24-hour clock
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Category With short-acting
bronchodilator

Without short-acting
bronchodilator

Date of assessment:
DD/MMM/YYYY

Time of assessment:
hour:min 24-hour clock

Name of bronchodilator

Dose

Predicted FVC value
L

Best measured FVC value
L

Percent of predicted FVC value
%

Best measured FEV1 value
L

Predicted FEV1 value
L
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Date of assessment
DD/MMM/YYYY

Time of assessment
hour:min 24-hour clock

Weight Fixed Unit: 
kg
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Abnormal, please specify:

415 of 441









Final 7.0 (Main CRF): Case Book
Project Name: ZRHM-PK-05-JP
Form: Urine analysis <Unscheduled />
Generated On: 14 Jul 2014 10:16:01
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Comment

Please document clinically relevant abnormalities in the AE form
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Project Name: ZRHM-PK-05-JP
Form: Subject (Site level)
Generated On: 12 Sep 2014 11:14:45
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Subject (site level)
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Text Result Code

Reference Value Category

Timepoint(COHB)

Material Code

Chyle Comment Code

Chyle Comment English

Hemolysis Comment Code

Hemolysis Comment English

Specimen Comment Code 1

Specimen English Comment 1

Specimen Comment Code 2

Specimen English Comment 2

Result Supplementary Comment Code 1

Result Supplementary English Comment Code 1

438 of 441



Final 7.0 (Main CRF): Case Book
Project Name: ZRHM-PK-05-JP
Form: Lab-BU
Generated On: 14 Jul 2014 10:16:01
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Result Supplementary Comment Code 2

Result Supplementary English Comment Code 2

Accession No.

Please document clinically relevant abnormalities in the AE form

Date (BU)

Blood Sample time(BU)

Urine Sample time(BU)

H_NOW (Derived):

Derived Form name
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Sample type

Sample Barcode

Analyte

Result

Result Unit

Lab Status

Sample comment

Detection method

Planned time point (Hour)

Day of Visit

Celerion Study Number

Date of Collection

Timepoint-minutes

Urine Start Day
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Urine End Day
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