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Introduction

Results – cont.

• Measuring self-reported experience of changes in health and functioning is crucial to assess changes
in the health status of individuals who switch from cigarettes to potentially less harmful tobacco- and
nicotine-containing products (TNP).
• To date, there are no established smoking-related quality of life (QoL) measures that have proved to
be sensitive enough to detect changes in health and functioning in otherwise healthy smokers who
switch to potentially less harmful TNPs.
• As part of the ABOUT Toolbox (Assessment of Behavioral OUtcomes related to Tobacco and nicotine
products) initiative [1], we are developing a new fit-for-purpose instrument to assess the impact of
potentially less harmful TNPs on health and functioning and possibly related constructs, such as
health-related QoL (HRQoL) or generalized perceptions of health.
• The goal of this project is to develop a sensitive measure that will detect changes in health and
functioning among healthy smokers who switch to potentially less harmful TNPs.

Methods
.

• This measurement instrument development project incorporates three major phases, namely
preparatory phase, phase I and phase II, as recommended in the U.S. Food and Drug Administration’s
guidance on patient-reported outcome (PRO) measures [2]. This poster presents the results of the
recently finalized preparatory phase.
• The objectives of the preparatory phase were to:
• Identify and evaluate publications relevant to the positive and negative impacts of potentially
less harmful TNP use across a range of product users
• Identify concepts related to switching to potentially less harmful TNPs
• Identify and engage with an expert panel
• Establish a preliminary conceptual model to support the new instrument development.
The preparatory phase spanned 3 methods that are described below:

Environmental Characteristics
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Biological and
Physiological
Variables

Symptom Status

• Negative effects on • Physical: weight
maintenance
respiratory system
• Negative effects on • Cognitive: better
concentration,
cardiovascular
motivation, relaxation
system
• Negative effects on • Withdrawal symptoms:
anger, anxiety,
voice and speech
depression
• Physical: sore/dry
throat, taste, bad breath,
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wheezing, trouble
breathing, coughing
• Neurological:
depression, jitteriness,
dizziness, giddiness,
“feeling different”

General Health
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Functional Status
• Social support,
enhanced social
functioning,
• Increased social
engagement
• Emotional:
increased stress,
anxiety, depression
• Physical:
decreased
exercise capacity,
pain
• Social stigma,
isolation, negative
social perception

Health-Related
Quality of Life

• Worry about health
• Worry about
smoking related
diseases
• Worry about impact
on pregnancy /
fertility
• Concerns about
appearance and
odor

Utility of Use
• Enjoyment of
smoking
• Craving relief,
• Relaxation,
• Increased
concentration
Maintenance of
Switching
Behavior

Figure 1: Preliminary conceptual model
The key concepts identified through these three methods and presented in the preliminary conceptual model are:

A two-fold literature review focused on (1) qualitative
information related to the health and functioning of tobacco
users and (2) quantitative information focused on existing
self-report measurement instruments.

1. Scoping literature review

The preliminary health and functioning conceptual model derived from the literature review, the qualitative research re-analysis,
and the expert panel discussion is presented in Figure 1.

• Utility of use, also known as perceived benefits of use, were found to be of great importance by the expert panel, which
was also in line with the re-analyzed qualitative research. Utility of use refers to consumers’ perceptions of smoking related
to the enjoyment of smoking, craving relief, positive effects of smoking, and maintaining benefits, such as relaxation, weight
control, and social affiliation.

The approach of the scoping review [3] encompassed two main components: (1) a database search in
PubMed and the application of Sciome’s Rapid Evidence Mapping, followed by manual screening and
selection, and (2) the identification of relevant literature through other known sources.

• Signs and symptoms refer to both perceived withdrawal symptoms (like depression, anxiety, anger, irritability,
stress/tension, and lack of concentration) and relatively immediate (within 3 months) perceived positive effects of quitting
smoking (such as better oral hygiene, less coughing, and improved exercise capacity).

Exclusion and inclusion criteria of literature review for the Rapid Evidence Mapping:

• Functioning includes cognitive, physical, social, emotional, and role functioning.

Inclusion criteria
 Human subjects

Exclusion criteria
 Animal or in vitro cell studies

 Original sources of new data

 Non-original sources of data

 Investigating oral exposure to tobacco or
nicotine products

 Systematic reviews and meta-analyses

• Quality of life refers to all of the elements of functioning mentioned previously, plus, possibly, sexual functioning and
enjoyment of life or life satisfaction.

 Studies involving non-oral exposures to
tobacco or nicotine products

• Environmental characteristics refer to the physical, social and attitudinal environment in which people live and conduct
their lives. Individual characteristics are influenced by larger social and cultural environments.

 Reporting of at least one qualitative or
quantitative positive or negative health
impact resulting from exposure
 English language publications

2. Re-analysis of existing
qualitative data
:

3. Expert panel discussion

 Studies conducted in populations involving
patients with terminal disease
 Non-English-language publications

• Focus groups to support the development of the
ABOUT-Perceived Risk instrument (N=29) [4]
• Concept elicitation and cognitive debriefing
interviews to support the development of the ABOUTDependence instrument (N=40) [5]
• A coding scheme created for re-analysis within the
context of health, functioning, and impact on perceived
health and QoL
• Experts in smoking cessation (#1), PRO scale
development (#2), PRO regulatory matters (#1), health
economics (#1)
• Additional technical consultants in tobacco addiction,
smoking-related diseases, and PROs
• Four experts in the practical application of the
development and validation of PROs

The model content has been structured by leveraging two frameworks that define concepts associated
with health status:
1. World Health Organization`s (WHO) International Classification of Functioning, Disability and
Health (ICF) [6]
2. Revised Wilson Cleary model for HRQoL [7].

• Studies focused on health
signs and symptoms (e.g.,
mental health, pulmonary
functioning, oral health)
• Studies from manual searches
focused on comparison of
health between e-cigarette and
cigarette use

Conclusion
• The triangulation of published literature, qualitative data, and expert opinion led to the development of the presented
conceptual model for the new health and functioning measurement instrument.
• As the next step, additional conceptual model refinement is expected through the execution of qualitative studies:
 Qualitative concept elicitation studies are currently ongoing in Germany and Japan to identify relevant concepts and
assess perception of health and functioning status of consumers of potentially less harmful TNPs, with a primary
focus on IQOS® users.
 A third qualitative study, with a primary focus on smokeless tobacco and e-cigarette users, will leverage the findings
from the two previous qualitative studies to narrow down the concepts to be assessed in the health and functioning
instrument.
 A Delphi panel with international experts will be organized to further ensure the clinical and cross-cultural relevance
of the measure by identifying health, functioning, and HRQoL concepts that are consensually rated as clinically
important.
• These studies will aid the development of the self-reported measurement instrument on health and functioning, including key
concepts that are relevant to a broad range of current users of potentially less harmful TNPs.
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• General health perceptions refer to the worry associated with smoking and smoking-related diseases.

Re-analysis of
qualitative data
Key reasons for continued
smoking:
• Perceived benefits of
smoking
• Addiction
• Lack of control
• Withdrawal symptoms or fear
of withdrawal symptoms
Goals may differ by desire to
quit:
• Perceived benefit stability vs.
improvement in health and
functioning
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Expert panel

Key concepts to consider:
• Symptom reduction
• Regain of taste, sense of smell
• Minimal withdrawal symptoms
• Maintenance of key perceived
benefits (enjoyment, activities
and participation, management
of stress, ability to concentrate)
• Reduction in cost for
consumers, employers, and
society
• Reduced stigma and enhanced
social benefits
• Effect on self-confidence

[3] Munn, Z., Peters, M. D. J., Stern, C., Tufanaru, C., McArthur, A., & Aromataris, E. (2018). Systematic review or scoping review?
Guidance for authors when choosing between a systematic or scoping review approach. BMC Medical Research Methodology, 18,
1-7. [143]. https://doi.org/10.1186/s12874-018-0611-x
[4] Chrea C, Salzberger T., Abetz-Webb L., Afolalu E., Cano S., E. Rose J., Weitkunat, R. Fagerström K.; Development of a
tobacco and nicotine products dependence instrument; Poster session presented at the SRNT 24th Annual Meeting, Baltimore
USA, 2018; Available at https://www.pmiscience.com/library/publication/development-of-a-tobacco-and-nicotine-productsdependence-instrument
[5] Chrea C., Emilien G., Salzberger T., Cano S., Alfieri T., Mainy N., Ramazzotti A., Weitkunat R., Lüdicke F.; The Perceived Risk
Instriument (PRI) to measure perceived risks associated with the use of nivotine and tobacco products; Poster session presented
at the SRNT 21st Annual Meeting, Philadelphia USA, 2015; Available at https://www.pmiscience.com/resources/docs/defaultsource/library-documents/chrea_srnt_2015.pdf?sfvrsn=644bf606_2
[6] WHO (World Health Organization), International Classification of Functioning, Disability and Health (ICF). 2002.
[7] Ferrans, C.E., et al., Conceptual Model of Health-Related Quality of Life. Journal of Nursing Scholarship, 2005. 37(4): p. 336342.
[8] ClinicalTrials.gov [Internet]. Philip Morris Products S.A. " A 26-week Extension Study to Determine the Biological and Functional
Changes in Healthy Smokers Who Switched From Conventional Cigarettes (CC) to Tobacco Heating System 2.2 (THS 2.2)
Compared to Those Who Continued to Smoke CC in the ZRHR-ERS-09-US Study.“; Cited: 06. May 2019
Available: https://clinicaltrials.gov/ct2/show/NCT02649556

Competing Financial Interest – The research described in this poster was sponsored by Philip Morris International.

