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Overview

» Existing Tobacco and Nicotine Product (TNP) Behavioral Frameworks
« PhenX Toolkit: Tobacco Regulatory Research Collections

« Application of Regulatory Guidance in the Development of Measurement
Instruments

» Case Study: ABOUT-Perceived Risk

0 PMI SCIENCE www.pmiscience.com12/10/2018



"fw' A

Exns’u Job l"omd I\llco’[me

CCE
Produ (I'NP) Bt vnorol
de \—*\/\/O(| S




why Arerlebacco and Nicotine Product (TNP)

Behavioral Framéew.orks of Interest?

* |dentify tobacco use patterns and characterize transitions over time

* |dentify factors predicting (driving/hindering) tobacco use patterns and
transitions

ANDS use

How do we move
nicotine users to bess

harmful products?
Former

Figure adapted from Abrams et al. (2018) 4
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Three-Dimensional Conceptual Space for

Alternative Nicotine Delivery Systems (ADS)

Figure 2
Sweet spot: Multidimensional framework for nicotine-containing products. Nicotine and tobacco products can be
ANDS (eg., e{iés) depicted within a three-dimensional concepeual space: harmfulness (x-axis), appeal or popularity (z-axis), and
Con':!l:’utsted (?bacco satisfaction, which includes degree of dependence ( y-axis). Appeal is a complex funcdon of atractiveness, as
st appealing,

well as cost, accessibility, and markedng practices, and appeal is related to sadsfaction, including factors such
as nicotine levels, wste, flavors, sensory characerisdes, and dependence liabilivy. This figure provides a

roadmap with which to envision where a specific class of products can be placed. The top, back, right corner
depicts the most popular (appealing), highly sadsfying (dependence), and toxic space, whereas no use at all is

toxic, and addictive

] . zero on all three axes. Combusted products are, by far, the most appealing, sadsfying, and toxic. The bottom,
@ front, left space depicts products that have low woxicity but licde appeal or sadsfacdon. NRTs are not used by

% many and are thus not appealing or satisfying and unlikely o displace cigaretees at a populadon level.
N - 4 Minimizing risk while making a net populadon health impace requires products to successfully compete with

- and replace smoking. Thus, the sweet spot, where ANDS products fall, is depicred by high appeal and
satsfaction but low toxicity along with intermediate products such as Swedish-type snus, which has
successtully displaced cigarettes in Sweden. Abbreviadons: AINDS, alternadve nicotne delivery systems;
e-cigs/e-vapor, electronic cigarettes; NWRTs, nicotine replacement therapies.

Smokeless

Dependence

/I/ Appeal
No use
{~7/

Toxicity/harmfulness
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+ Tohacco dependence
« Past experience
« Social and personal norms

________________ e
B

( Per of Product\

« Risk perception
« Attitudes and beliefs
about product
« Social acceptahility
+ Outcome
expectancies
Future Use Intentions
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» Nicotine reward

+ Tastelsensory
effects

+ Conditioned cue
reactivity

+ Affective and
behavioral response

4

kwm

Rees et al. Cancer Epidemiol Biomarkers Prev. 2009;18(12):3225-40. doi: 10.1158/1055-9965.epi-09-0946.
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Consumers Responses to a Potential Reduced
Exposure Products (PREP)

Key

= |ndustry Strategies

= Consumer Response




The International Tobacco Control (I TC) Project

Conceptual Framework

Palicy- ific Psychosocial Policy-relevant
wvariables mediators outcones
* lobel salience * Outcome expectancies = Quit affempts
* Perceived cost * Peliefs and afitudes * Successhul quiting
Policy » Ad/promo awaoreness * Perceived risk *» Consumplion changes
= Awareness of * Perceived severity | | be---mmmmmemmooo
allernative products * Sellefficacy/perceived * Brand swilchi
* Proximal b-eh:wl::m behavioural control * Ton/price avoidance
[forgoing o * Mormalisation beliefs » Attitude/belief changes
becouse of la &h} = Quit intentions le.g. justifications)
Moderators Economic Public
Country impact
sociodemographics impﬁt‘l‘
le.q. age, sex, 3E5,
ethnic backgrownd)
Past behaviour

[e.g. smoking history,
CPD, quit aftempts)
Personality
fe.g. lime perspective)
Psychological state
le.q., siress)
Potential exposure to

e
e.g. employment status]

Figure 1 Conceptual model illustrating the hypothesised causal chain of how tobaceo contral policies exert their influence on tobocco use behaviours,
CPD, agareties per day; SES, sodoeconomic skatus.

0 PMI SCIENCE 7
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The HAVE Framework Underlying PATH Study

HOST = tobacco product user
AGENT = tobacco product
VECTOR = industry and retailer

ENVIRONMENT = tobacco control and contextual factors

0 PMI SCIENCE

Figure 1 Host, agent, vector and

environment model applied to tobacco

with examples of constructs within

each domain.! Elﬁmnmtntal Factors
Tohacco contrel
policies/programs
Pack warnings
Tobacco taxes

marketing
Smoke-free rules
Informational campaigns
Access to cessation
SErvices

Product standards

Agent Factors

+  Advertising and
promation
Product packaging

+  Product design

Tobacco Use Behaviors
. Ttat
Brand Selection
Brand Switching
Usage Patterns
Poly use
Nicotine Dependence
g
Relapse

Hust Factors

Enowledge,
attitudes, beliefs
Biological factors
Demographic
characteristics

Ha rmful Exposures
Carbon Monoxide

Metals

*  Nicotine
‘ «  Polyevchie Aromatic Hydrocarbons
- Valatle Utﬂ'lcl Compemd.'.

Tobacco-Specific Nitrosamines

PATH Study Team, Tob Control 2016;0:1-8. doi:10.1136/tobaccocontrol-2016-052934

Health Outcomes
Morbidiny
Mortality




Summary of Coneepts from Conceptual Models

Environment

Policy
Industry
Interpersonal communications
Para-social interactions

Product

Intrisinc and extrinsic characteristics

Individual

Traits
Attitudes and beliefs
Self-reported behavior
Responses to product

PMI SCIENCE
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PhenX Measures for lobacco Regulatory Research

« U.S. FDAs Center for Tobacco Products and the National Institutes of Health
Tobacco Regulatory Science Program

« Expand the depth and breadth of tobacco-related measures

+ Goal: establish consensus measures in tobacco regulatory research

0 PMI SCIENCE https:.//www.phenxtoolkit.org/collections/trr 17
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PhenX ToolkiT:Aqulee Measures

NI EE ] e Current Age B Current Educatlona | Attalnment
Deemed mlovant and Ml = Current Employment Status
essentlal to all areas L gl ¥ Use of Tobaooo Products
of tobacco rEqulatory AR ¥ Tobacoo — Nicotine Dependence
LELERLS S b Current Marttal Status » Electronic Nicotine Product Device Type
very Ittt time to P
collect
LGRS B Annual Family Income ¥ Intermalizing, Extamaltz Ing, and
(TR oWl 3 Child-reported Parental Ed ucation Substance Use Disorders Screener
ans o RR but are. L » SelfReported Craving
I ¥ Salf-reported General Health Status * Smoking Quit Attermpts
require a greater ime  QEARVEETEN R R N » Passhe Smoke Exposure
cammitment ¥ Pegr and Family Influence on Smoking » Cotinine
¥ Flavor Preference — e-cigarettes ¥ Blunt Usa
¥ Tobacco Brand and Varkety
¥ Self-reported Tobacco Product Price Pald
¥ Exposure to Tobaooo Advertising on the
Intemet and Soclal Medla
Ll e S e Behavior Economics/Purchase Behavior = Multigroup Ethnic ldentity
LU e Quality of Communication about Smoking » Frequency of Communication About
Assessment of (L= Smaoking
ENEETEEN b Poer and Farmlly Influence on Smoking » Motivation to Quit
factors that Influence » Hed T R to Pl bl » Distress Tolerance
product use, Including onlc Tone or Response to Pleasurable
cngnlﬂve: affective, Situatlons ¥ House Rules About Tobacoo Usa
e e * Susceptibility to Smaking Cigarettes
perceptive factors
G LE e L ETTET B Withdrawal from Tobacco Use # Cue Reactions to Tobacoo Stimull
e deaney * Flavor Preference—e-dgarettes ¥ Expired Carbon Monoide
dascriptive, ¥ Pregnancy Status—Mother and Baby Health | = Amount, Type, and Frequency of Recant
orblologle ¥ Cotinine In Serum Clgaretts Usa
) * Pregnancy Status and Tobacoo Use B NMAL In Urine
f
actual adverse health
outcomes
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Agent

Assessment of the
tobacco product

Industry and retaller
activitlas

Environmant

Assassmeant of other
amimnmeantal factors
Influencng tobacco
Li5e

B Tobacco Brand and Varkety

B Passive Exposures to Tobacco Products

» Nicotine Content

P Tobacco Warning Label Exposure and Recall

v

History of Switching to Lower Tar and
Micotine Clgarettes

Physical Properties of Tobacco Products

Tobacoo Product Aduttaratlon-Vent ar
Filter Blocking

P Use of Tobacooo Products

P Self-reported Tobacoo Product Purchase
Location

B Self-reported Exposure to Tobacoo Product
Sponsorships

P lcit Tobacco Products
- Self-reported Tobacoo Preduct Price Pald

B Tobacco Industry and Retaller Public
Rektions

I Self-reported Exposura to Tobacoo Product
Actvertlserments

¥fv¥ ¥ ¥ ¥

Self-reported Exposure to Tobacoo
Adwvertising at Polnt of Sale

Exposure to Tobacoo Marketing
Through Internet and Soclal Madia Use

Self-reported Exposure to and Use of
Price Pmmaotions for Tobacooo Products

sa of a Regular Brand of Tobacco

Standardized Tobaooo Assessment for
Retall Setiings

B Self-reported Exposure to Smoking on
Telvilon and In the Movies

= Medialse
= State Tobacoo Control Public Policles

B fouth Cgarette Purchase Behaviors and
Experlances

F Local Tobacco Comtral Public Pollicles

P Interpersonal Communication about Artl-
tobacco Advertising

= Soclal Norms About Tobacooo

¥v¥ ¥ ¥ ¥

Aldad and Corfirmed Awaranass of
Televised Antl-tobacco Advertksements

Melghborhood-level RaclalfEthnic
Composition

Percetved Effectivensss of Anfi-tobacco
Adwertlsing

Worksite Pollicles

Compliance with Cigarette Packaging
and Labaling Paolicles
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PhenX ToolKit: Ayailcble Measures

Core Tier 1

Deemed relevant and
essentlal to all areas
of tobaczo regulatary
reseanch and requine
very litfetimeto
collect

Core Tier 2

Alzo relevant to marny
areas of TRR but are

mol clalized and
require a greater tme
commitment

Host: Soclal/
Cognitive

Assessment of

the Intrapersonal
factors that Influence
product use, Including
cognitive, affecthve,
motivational, and
perceptive factors

Host: Blobehavioral

F Current Age
» Ethnicity

F Race

» Gender

¥ Current Marltal Status

» Annual Family Incom

¥ Child-reported Pare
Attal nment

Remaining cha

B Current Educatlona | Attalnment
= Current Employment Status

¥ Use of Tobacoo Products

# Tobacoo — Nicotine Dependence

Agent

Assessment of the
tobacco product

¥ Salf-reported Generg
P Veteran Status

¥ Peer and Family Infl
¥ Flavor Preference — ¢
¥ Tobacco Brand and
¥ Salf-reported Tobacg

¥ Exposure to Tobaooo
Intermet and Soclal Mg

¥ Bahavior Economics
» Qualtty of Communig
= Attention

¥ Peer and Family Infl

¥ Hedonlc Tone or Res
Sluatlons

» Susceptibility to Sme

¥ Withdrawal from Tob
¥ Flavor Preference—e-cgaettes

W ® Pregnancy Status—Mother and Baby Health

Q
preduct use, exposure,
and potentlal or

actual adverse health
outcomes

» Catinine In Serum
¥ Pregnancy Status and Tobacooo Use

developed

¥ Expired Carbon Monoxide

* Amount, Type, and Frequency of Recant
Clgaretts Usa

= NNAL In Urine
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B Tobacco Brand and Varkety
B Passive Exposures to Tobacco Products
» Nicotine Content

g lenge: most measures
have been developed in the context of
cigarette use/smoking behavior

Fit-for-purpose instruments must be

Experiences
F Local Tobacco Comtral Public Pollicles

P Interpersonal Communication about Artl-
tobacco Advertising

= Soclal Norms About Tobacooo

v

History of Switching to Lower Tar and
Micotine Clgarettes

Physical Properties of Tobacco Products

Tobacoo Product Aduttaratlon-Vent ar
Filter Blocking

¥fv¥ ¥ ¥ ¥

Self-reported Exposure to Tobacoo
Adwvertising at Polnt of Sale

Exposure to Tobacoo Marketing
Through Internet and Soclal Madia Use

Self-reported Exposure to and Use of
Price Pmmaotions for Tobacooo Products

sa of a Regular Brand of Tobacco

Standardized Tobaooo Assessment for
Retall Setiings

¥v¥ ¥ ¥ ¥

Aldad and Corfirmed Awaranass of
Televised Antl-tobacco Advertksements

Melghborhood-level RaclalfEthnic
Composition

Percetved Effectivensss of Anfi-tobacco
Adwertlsing

Worksite Pollicles

Compliance with Cigarette Packaging
and Labaling Paolicles
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Application of Regulatory
Guidance inthe Development
of Measurement Instrument




Reqgulatory Requirements

MRTP draft guidance (2012)

«  FDA recommends applicants to submit scientific studies assessing consumers'’ beliefs about
the health risks of using the product relative to:
— Other tobacco products

— (Cessation aids
— Quitting all tobacco use

Guidance on Patient-Reported Outcome Measures (2009)
« FDA recommendations for patient-reported rating scales highlight the importance of
conceptually sound, reliable, and valid measures

e

0 PMI SCIENCE 15



Problemswith Single [tem Scales/Visual Analog

Scales (VAS)

«  Single ambiguous question to represent a complex problem
« May not be measuring what you think/hope

«  Poor reliability

»Poor ability to detect change

«  May provide misleading information

«Very difficult to evaluate measurement properties

0 PMI SCIENCE 16



Challenge of Measuring Latent Constructs

Conceptual framework
 Domains of risk
* |tem content

Content
validity

Latent
variable

External
validity

Internal
validity

Psychometric analyses * Convergent validity
* Modern test theory (Rasch model) * Known-group validity
* Traditional test theory (CTT) * Predictive validity

0 PMI SCIENCE 17



US Food and Drug Administration’'s Center for Tobacco

Products Expectations on Risk Perception Measure

FDA briefing document for the Tobacco Products Scientific Advisory Committee
(TPSAC) meeting on Swedish Match Modified Risk Tobacco Products Application

(MRTPA)

« Measures of relative and absolute risk perception:

"Results concerning the relative risks of snus compared to cigarettes are only part of the picture [...]. Equally
important are public perceptions of the absolute (i.e., non-comparative) health risks of snus use...
Understanding the appropriateness of the absolute Jevel of risk perception, although highly challenging, is
crucial to evaluation whether consumers have an appropriate understanding of the modified risk

information."

0 PMI SCIENCE 18



FDA CTP Expectations on Risk Perception Measure

Feedback from the Meeting Information Package on PMI's Perception and
Behavior Assessement Program

« “FDA recommends that [...] provide clear scientific rationale and justification for the selected measures and
response options.”

« “We recommend that cognitively test the questions, the response options and the instrument itself to ensure that
participants are likely to respond appropriately to the questions.”

- “We have concerns about the validity of measures developed using questions that force respondents to respond to
questions to which they may have no response.”

* “We recommend that you develop a plan for ensuring that a translation of the questionnaire |...] conveys a
common understanding of the concepts being measured across cultures and languages.”

0 PMI SCIENCE 19



Developmentoef.a.Seli-report Instrument: An Iterative

Process

Phase 1: Development of Conceptual Framework & Item

. . Generation
Figure 3. Development of a PRO Instrument: An Iterative Process — .
. Hypothesize Conceptual Framework . Develop conceptual framework and preliminary items
: gg:g:;i:gqg::;;zf;g;g;:r;ﬁa"d potential claims from consumers' input, expert panels, and literature
Determine intended application/characteristics (type of scores, reVi ew
mode anq frequency of admi_nistration) . .
Do ety comactual framework . Develop draft instrument and test for comprehension

Place PROs within preliminary endpoint model

Document preliminary instrument development -
v. Modify Instrument ii. Adjust Conceptual
- Ch i i . : .
o e sanse ootions, recall .y Framework and Draft Phase 2: Scale Formation & Item Reduction
period, or mode/method of 3 Instrument
dministration/dat llecti . Obtai tient i t ° H H H . H H
Hanslate and cuttarally adapt o Qbrain patien i't;';’,:'s Pilot instrument field tesFed in Iargg representative
S e ations as o rone Al ooy Teponse sample of target population to confirm the
iat Select de/method of
?)I::F::Trsg:tzu changes aflr:ﬁl i;rtlfat?qr;ilatg cg_l_lection co n'ceptual :fra.meW.Ork . ) )
ey paent cognitive . Revise or eliminate items and finalize instrument

Pilot test draft instrument

Iv. COIIeCt! Analyze! and Document content validity

Interpret Data
Prepare protocol and statistical analysis plan

(final endpoint model and responder iii. Confirm Conceptual Framework and
Collact and analyze data Assess Other Measurement Properties Phase 3: Final Psychometric Validation of the Instrument
Evaluate treatment response using Confirm conceptual framework with scoring rule

Assess score reliability, construct validity, and ability to

G ative distribution and responder defectchange | . . Confirm conceptual framework with scoring rule
B - - . Inalize instrument content, Tormats, scoring, procedures . ops . . ope
Document interpretation of treatment benefit and training materials P . Assess score reliability, construct validity, and ability
. Document measurement development
to detect change
. Finalize instruments and document measurement
PMI SCIENCE development 20
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PM| Instruments

iy
ABOUToolbox

Assessment of Behavioral OUtcomes
related to Tobacco and nicotine products

Concepts of interest Context of use Target population Information on accessibility
(# items)

Perceived Risk Health risk (18) All TNPs + Adult current, former, and  Available in PROQOLID under Perceived
Addiction risk (7) Cessation never TNP users Risk Instrument (PRI)

Harm to others (2) https://eprovide.mapi-
Social and practical risk scales are currently under trust.org/instruments/perceived-risk-
development instrument

Dependence Loss of control over use of TNPs All TNPs Single or poly-TNP users Available in PROQOLID in 2019

(urgency to use upon waking up, compulsion to use,
difficultly to cease using, need to function normally,
priority of using over social responsibilities,
automaticity of using, self-awareness of dependence)

Product Experience Satisfaction (3) All TNPs Adult current TNP users Available in PROQOLID in 2019
Psychological reward (5) Different recall
Craving reduction (1) periods

Aversion (2)
Enjoyment of respiratory tract sensation (1)

Health and
Functioning

Use History
22


https://eprovide.mapi-trust.org/instruments/perceived-risk-instrument
https://eprovide.mapi-trust.org/instruments/smoking-questionnaire2

PM| Fit-for-Purpese Instruments

iy
ABOUToolbox

Assessment of Behavioral OUtcomes
related to Tobacco and nicotine products

Instrument Concepts of interest Context of use
(# items)

Perceived Risks Health risk (18) All TNPs + Adult current, former, and  Available in PROQOLID under Perceived
Addiction risk (7) Cessation never TNP users Risk Instrument (PRI)
Harm to others (2) https://eprovide.mapi-

Social and practical risk scales are currently under trust.org/instruments/perceived-risk-
developmen '

Target population

Information on accessibility

nstrumen
Available in PROQOLID in 2019

Dependence Loss of control over use of TNPs
(urgency to use upon waking up, compulsion to use,

difficultly to cease using, need to function normally,

priority of using over social responsibilities,

automaticity of using, self-awareness of dependence)

Product Experience Satisfaction (3) All TNPs Adult current TNP users Available in PROQOLID in 2019
Psychological reward (5) Different recall

Craving reduction (1) periods

Aversion (2)

Enjoyment of respiratory tract sensation (1)

All TNPs Single or poly-TNP users

Health and
Functioning

Use History

23


https://eprovide.mapi-trust.org/instruments/perceived-risk-instrument
https://eprovide.mapi-trust.org/instruments/smoking-questionnaire2

Qur I'hree-PhaseiMethodological Approach

Phase 1: Development of
Conceptual Framework & ltem
Generation

* Literature review on risk perception and
available instruments

29 focus groups, run in 4 countries (U.K.,
U.S., Italy and Japan)

e 1 KOL meeting and 15 workshops with
experts for instrument development

e Cognitive Debriefing Interviews in U.K.
and U.S. to test comprehension (N=98),
and in Italy and Japan for linguistic
validation of translated versions (N=20)

Phase 2: Scale Formation &
Item Reduction

* Cross-sectional web survey conducted
among respondents from U.S.
population (N= 2020)

* Classical Test Theory and Rasch Model
Measurement psychometric analyses
to identify items that best perform as a
scale for different subpopulations and
different tobacco products (targeting,
item fit, reliability, item invariance,
construct validity)

Phase 3: Final Psychometric
Validation of the Instrument

* Cross-sectional web survey
conducted among respondents from
U.S. (N = 1640), Italy (N=1623), and
Japan (N=1618)

* Classical Test Theory and Rasch
Model analyses to cross-validate
results from the first survey, calibrate
final scales, establish the scoring
rule, and confirm cross-cultural
comparability of the instrument

Q PMI SCIENCE




ABOU T—Perceived Risk

Total number of items

Scales

e Perceived Health Risk: 18 items
e Perceived Addiction Risk: 7 items
Single items

e Perceived Harm to Others: 2 items

Response scale

5-point Likert-like scale
0=no risk, 1=low risk, 2=moderate risk, 3=high risk, 4=very high risk

A“l do not Know” response option is also proposed for each item.

Mode of administration

Self-administered

Psychometric validation on electronic method

Scoring

¢ 18-item Perceived Health Risk scale

Sum raw score converted into a Rasch-derived measure on a 0-to-100 scale

e 7-item Perceived Addiction Risk scale
Sum raw score converted into a Rasch-derived measure on a 0-to-100 scale
e Perceived Harm to Others

No total score, each item is described using standard descriptive statistics

R 2saenc
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Context of Use ofithe ABOU T—Perceived Risk

Intended Population

« Adult smokers with no intention to quit
 Adult smokers motivated to quit
 Adult former smokers

« Adult never smokers

Frame of reference

|

 Ensure stability of the measurement across:
» Different tobacco and nicotine-containing products
- Different sub-populations
» Different cultures

Cognitive orientation

* Perceived risk for the individual respondent -> Personal version
* Perceived risk for the population in general -> General version

0 PMI SCIENCE 26




Applicationrefithe ABOU J—Perceived Risk:

Example tor an MRIP

Perceived Health Risk of an MRTP

If you were to start using <MRTP name>, what do you think would be the risk, if any, to you personally of getting the following
(sometime during your lifetime) because you use <MRTP name>...

No Low Moderate High Very high Don't

risk risk risk risk risk know
having a bad cough that lasts for days (@) (@) @ @) ) ®
having poor gum health ™ ™ ® ™ ™ ()
having lung cancer @) @) @) @) @) @)
occasional wheezing (difficult breathing that produces a sound) (@) (@) @) ® ® @)
having mouth or throat cancer @ @ (@) @) @) )
aging faster (for example, wrinkles on the face) @) @) ) ® ® )
being sick with frequent minor illnesses (for example, coughs and colds) (@) (@) @ (@) (@) )
having regular respiratory infections (for example, bronchitis, pneumonia) @) @) ) ® ® )
having a serious iliness (for example, chest pain, vascular disorder, diabetes) (@) (@) (@) ® ® ()
having reduced stamina @) ® ® ® ® ®
having emphysema (serious lung disease) ™ ™ () o o ()
having a cough early in the morning @) @) ) ® ® )
losing some sense of taste @} v e @} @} e
having heart disease (@) @) ) o o @)
an earlier death (@) @) ) o o @)
having sores of the mouth or throat (@) (@) o (@) (@) ®
being physically unfit (@) (@) & . @ &
having other types of cancer (besides mouth, throat, or lung) (@) (@) ® (@) (@) ®

©2013 Philip Morris Products S.A. All rights reserved
PMI SCIENCE 27
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Applicatien.of the ABOU T —Perceived Risk for Different

Smoking Status

PMI SCIENCE

PHILIP MORRIS INTERNATIONAL

Perceived Addiction Risk of NRTs for a current smoker

If you were to stop smoking cigarettes and start using NRTs instead, what do you think would be the risk, if

any, to you personally of experiencing the following because you use NRTs... ...

No Low Moderate High Very high Don't

risk risk risk risk risk know
being unable to quit NRTs ® @) © @) ) ®
feeling addicted to NRTs (@) (@) (@) (@) (@) (@)
having to use NRTs to feel better ® ® o ® ® o
feeling like you have to use NRTs (@) (@) (@) (@) (@) (@)
feeling like you can't stop using NRTs even though you P P P P P P
know it is not good for you -~ -~ - -~ -~ -
feeling unable to quit NRTs ® e ) ® ® )
Perceived Harm to others of cigarettes for a never smoker
If you were to start smoking, what do you think would be the risk, if any, to others because you smoke
cigarettes ...

No Low Moderate High Very high Don't

risk risk risk risk risk know
harming others through your second hand smoke o o ) o o )
harming the unborn baby because you (the mother or the P P - P P -

father) use <product name> during pregnancy

©2013 Philip Morris Products S.A. All rights reserved
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Application of thetABOU [ —Perceived Risk

Comparison of Health Risk for cigarettes among different smoking status

/\Q /\Q

0 5 10 15 20 25 30 35 40 45 50 55 60 65 /0 /5 80 8 90 95 100

S-NITQ=smokers with no intention to quit smoking: S-ITQ=smokers with intention to quit smoking; FS=former smokers; NS=never smokers.

Comparison of tobacco and nicotine products on Addiction Risk

@Q)

0 5 10 15 20 25 30 35 40 45 50 55 60 65 /0 /5 80 8 90 95 100

0 PMI SCIENCE
e Data source: THS-PBA05-NOC-US study o



« The ABOUT-Perceived Risk fills an important gap by providing a validated
psychometric instrument for measuring and comparing the perceived risk of
tobacco-related products from the consumer’s perspective

 Considering the defined context of use, the instrument provides a comparable
measurement for Personal/General risk, different smoking status groups,
various products, and different cultures

- Potential to support clinical and population-based studies and evidence-based
product assessment to meet regulatory requirements

« The ABOUT-Perceived Risk and its user manual is publically available through
MAPI Research Trust

https://eprovide.mapi-trust.org/index.php/instruments/about-perceived-risk-formally-perceived-risk-instrument-pri

0 PMI SCIENCE 32



https://eprovide.mapi-trust.org/index.php/instruments/about-perceived-risk-formally-perceived-risk-instrument-pri
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Conclusion

* Several behavioral conceptual models that try to explain predict TNP behaviors
exist

« Measures exist; however, development of fit-for-purpose measures is required

« FDAs PRO guidance provides the framework for the development of new
measurement instruments

+ To address measurement challenges, multiple-itemn measurement instruments
should be considered over single items

« PMI's ABOUT—Perceived Risk provides a case study of measurement instrument
development in a regulatory context

0 PMI SCIENCE 34



Interested.in.measuring. I NP behaviors ana

antecedents 1o benhaviors?

ooﬂrﬂ&% Cooperation Centre for Scientific Research Relative to Tobacco
*‘3 Centre de Coopeération pour les Recherches Scientifiques Relatives au Tabac
© 2018 CORESTA

@ TASK FORCES

S

CROM - Consumer Reported Outcome Measures Consortium - 2018
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Thank you:.
Questions?
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