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Definition of consumer-reported outcomes

¢ Data collected by self-report from the subject of research
(consumers®*), whether it concerns perceived states, reports of
behavior, or the combination of both, and understanding of
messages.

*Consumers include current users and never users (who are potential users)
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Rationale for a CROM Consortium

* To inform their evaluation process, regulatory agencies, such as the U.S.
Food and Drug Administration (FDA), have set solid standards on the type of
science-based evidence required to demonstrate that a tobacco product can
benefit public health

s Consumer-Reported Outcome Measures (CROM) are an essential component
of the evaluation of new tobacco products and MRTP candidates in terms of
consumers® risk perceptions, behaviors, behavioral intentions and
understanding of product information

*Consumers include current users and never users (who are potential users)
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Rationale for a CROM Consortium

s Recent examples of PMTAs and MRTPAs have shown that regulators
require:
> The use of robust, validated self-reported measures, either legacy or
new
» Adaptation of measure to fit product (if necessary)

» Data on translations (evidence of cross-cultural equivalence) if data
from studies conducted outside the US
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Proposed objective for the Consortium

* To provide guidance on how to develop, validate, select, access and
use consumer-reported outcome measures (CROM) to evaluate tobacco
and nicotine-containing products for pre-market and post-market
purposes

> By reviewing existing information on measures
> By developing guidance on the development and validation of measures

> By creating a knowledge repository to store measures and facilitate
identification and access

% Through a cooperation platform involving tobacco industry and the
guidance of academia and regulatory agency stakeholders
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2017-2019 steps towards a CROM

Consortium
2017 - 2018
October 7, 2017 v"Mapi/ICON representatives invited to present ERIQA* Project and PRO
CORESTA PUB SG Harmonization meetings which led to the development of the FDA (CDER)
Kitzbuehl, Austria PRO Guidance
April 4,2018 v Presentation of a possible approach for a CROM Consortium

CORESTA PUB SG

Geneva, Switzerland v’ Decision to develop a NWIP to create a Task Force with requirement of a

dedicated budget to set-up and manage activities within the Consortium
May to Oct 2018 v NWIP #190 presented to the CORESTA Scientific Commission on May 30

v Goals of the CROM TF were defined as follows:
= Develop CROM approach for Tobacco and Nicotine Products under guidance of industry,
academia and regulatory agency stakeholders
= Adopt validation guidelines for CROM for use in the assessment of products with reduced
risk potential
» Create a repository of existing and new CROM instruments outlining measurement and

validation approaches
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2017-2019 steps towards a CROM

Consortium
2018 - 2019
October 22, 2018 v'CROM Consortium Introductory meeting to present the objectives, potential

CORESTA CROM TF structure of the consortium and pragmatic approach to initiate work without
Kunming, China fundings

v'Launch of a Working Group 0 (WGO0) whose goals were:
1. Clarify the goals of the Consortium, the research questions and the scope
of work
2. Oversee the development of the CROM Consortium: governance,
structure, budget and funding mechanisms, engagement with 3 parties
3. Prepare execution of future phases: working groups (WGSs), workplans

WGO activities v 7 TCs organized between all members of WGO to work on goals
From Nov 2018

To Jul 2019 v" TC materials and minutes uploaded on CORESTA website
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2017-2019 steps towards a CROM

Consortium
Date, place
2018 - 2019
May 25, 2019 v Review ongoing activities of WGO0 and reach agreement on:
CROM TF 1. Definition of CROM
Montreal, Canada 2. Objectives of the consortium
3.  Structure of the consortium
v' Agreement on a proposed budget and investment scheme for the
consortium industry members
October 06, 2019 v Review ongoing activities of WGO
CROM TF

v" Identification of a coordinator (and deputee) for each of the 4 working

Hamburg, Germany :
groups of the consortium

v' Agreement on funding mechanism and need for gouvernance model
following discussion with CORESTA secretariat
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WGO0 members in November 2018

CHREA Christelle Philip Morris International, Switzerland

CAHOURS Xavier Imperial Tobacco, France

Members BLACK Ryan, McCAFFREY Stacey Altria Client Services, USA
PRASAD Krishna British American Tobacco, UK
ACQUADRO Catherine ICON plc, France
AYALA-FIERRO Felix ITG Brands, USA
GILES Lesley JT International SA, Switzerland
PARK Chul-Hoon KT&G Research Institute, South Korea
SHERWOOD Neil Neil Sherwood Consulting, Switzerland
SPIES Erica Philip Morris Products SA, Switzerland
SHIFFMAN Saul Pinney Associates, USA
CURTIN Geoffrey, SMITH Jeffrey RAI Services Company, USA

*Rapporteur to CORESTA Scientific Commission
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CROM TF core team members

- D
CHREA Christelle Philip Morris International, Switzerland
CAHOURS Xavier Imperial Tobacco, France

Members BLACK Ryan, McCAFFREY Stacey Altria Client Services, USA
SAKAR, Mohamadi
PRASAD Krishna British American Tobacco, UK
ACQUADRO Catherine ICON plc, France
AYALA-FIERRO Felix Juul, USA
GILES Lesley Japan Tobacco International SA, Switzerland
PARK Chul-Hoon KT&G Research Institute, South Korea
SHERWOOD Neil Neil Sherwood Consulting, Switzerland
SHIFFMAN Saul Pinney Associates, USA
CURTIN Geoffrey, SMITH Jeffrey RAI Services Company, USA
EVANS Sarah Turning Point Brands, USA
FRIEDRICH Deanna Cambridge Cognition, USA

CROM TF Report Centre de Coopération pour les Recherches Scientifiques Relatives au Tabac

SSPT2019, Hamburg — 191007 Cooperation Centre for Scientific Research Relative to Tobacco 10



Update on CROM TF activities

CROM TF Report
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Where are we on WGO objectives?

1. Clarify the goals of the Consortium, the
research questions and the scope of work v' Done

2. Oversee the development of the CROM
Consortium: governance, structure, budget and v/ On-going
funding mechanisms, engagement with 3 parties

v Initiated

plans worklng groups (WGSs)
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Key Deliverables Task 1

' 1. Clarify the goals of the Consortium, the

research questions and the scope of work

*» Based on areview of key literature around MRTP, alternative
tobacco and nicotine products

> Regulatory guidance
> Public health reports

> MRTPA/PMTA briefing packages
> Review papers
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Undate on Task 1: How?

A consortium approach for consumer-reported outcome measures to assess (C cor=n»
tobacco- and/or nicotine-containing products

ACQUADRO C." an behal of the CORESTA CROM Task Force: AYALAFIERRO FZ BLACK R.3; CAHOURS X% CHREA C.5 CURTIN G5 GILES L7; MCCAFFREY S PARK C.H.E; PRASAD K% SHERWOOD N.1%; SHIFFMAN S. 1; SMITH J5 SPIES £5

esearch Trust, Lyon, France; 2ITG Brands, Greensbor 3Allria Client Services. Richmond VA, USA; “imperial Brands, Paris, France; “Philip Morris Products S.A., Neuchalel, Swilzerland; “RAI Services Company, Winston-Salem, NC, USA; 7JT Intemational SA, Geneva,
Switzerand: *KTAG Roseareh Insitts, Dacjoon. Rapuslic of Korca: “Brwsh American Tobacco, Southampton. UK. 1®Neil Sherwiood Consulting, Nyon, Switzerdand; 1Pinney Associates, Pitisourgh, PA. USA

Poster
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INTRODUCTION

« In tobacco research, particuiary rP(-u\aVnry research, it is essential to umermann peaple's behaviors, intentions
and motivations related o inii continuation or quitting use of tobacco- anclor nicofine-containing products
{TNPs). in order to measure the cWeﬂs of these products (cbjective 'm(l ;Jl)ACC tive) as well as to comprehend
ehaviors assaciate 1o their use. Cansumer.feparied outoome massures (CROM) are pat of the mehacs used
fa assess subjective effects, henaviors and mofivations. Such measures have become partioularty Wp'manr with
the advent of new TNPS and candidate modified risk tobacco products (cMRTPs). For instance, s draft
quidance on MRTP aoplications, the U.S. Food and Drug Administration (FDA requires that apalicants <nve>(gote
tne effect the TNPs and related marketng may have on tobacco use behavior among current tobacco users. and
on tobaceo use Iniliaton among non-users (both never users and former users), as wiell as e effect of the TNPS
markeing on consumer understancing and perceations!

+ A CROM consortium has been considered within CORESTA to develop a scientfic framawork based on a shared
vision. The goals ere:
¥ To develop this approach under tne guidance of industry, acacemia and regulatory agency stokeholders
 To acopl validation guidslines for CROM for use in he assessment of TNPs with reduced risk polenbal:
+ To oreate a repastory of existing and new CROM instruments with documented measurement and validation

approaches,
+ Our objective s Lo present the proparalory steps for this proposed consortium.

METHODS

* A CROM Task Force (TF) was formed within the CORESTA PUB Sub-Group. To set specific goals, research
questions, and scope of work of the future consortium, a qualitative review of key literature around MRTPs
nitiated in November 2018, Documents included the U.S. FDA MRTP briefing documents {in the context of
applications submitted by Altria Client Services, Prilip Morms International. Reynolds American Services Company
and Swedish Match), requlatory dacuments, selected review papers, and public health reports. See detailed list in
Table 1

+ A data extraction form with dofiniions for each field was developed in crder lo ensure hamonized data extraction
among the diforent TF mambers who roviowed one documen! sach Data et o sefaport messures wero
extracted in pre-markel en -merkel conlexts, 6., concepls Lo be measured sk parceptions.
iyl S i o o fiigons S i i
eight of seif-report data in decisicn-making.

RESULTS

The analysis of the qualitative review led to three main outcames: 1)

of

a consensus definition of consumer-reported outcomes (CROJ; 2) a categorization

scheme for the concepts of Inteest identiied to assess TNPs: an 3) the development

of a commentaxonomy and defintions to qualify them

CROM Definition

The CROM TF adopted

data collected by self-report from the subject of research, whether it concems

percelved states, reports of behavior, or the combination of both, and

understanding of messages

Taxonomy

sensus taxonomy and related categorization (see Tahle 2) were developed.
cancepts wera distributed within sight catagories, i.e.,

Behavioral Intentions, Responses to Procuct; Consumer Comprehension; Health

Literacy, Believahility, Product Use Behavior, and Imp:

The cveopment of deinions for ench category and Sonoept i crentl on-do ng.

e follawing definition: Cansumer-reported outcames are

3

Of note the list of cencepts is not exhaustive of al concepls measured In tobacco

research, coly those found in the documents reviewed are listed.

How is risk perception measured?

To illustrate the heterogeneity identified across documents for the same concept, we

present in Table 3 how risk perceptions for heath in general and for specific diseases
been assessed in four distinct MRTPAS. in comparison to recommendations made.

by the US. FDA and the Instlute of Medicine (IOM) o this specific type of

assessment
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CONCLUSIONS
* The key outcomes presented here form the foundations of the CROM cansortium

* This werk should facilitate a ialogue 1o develop comman temninology. standards, an
best practices for LROM In the tobacco space and emphasizes the need for more
discussion between induslry, academia, and regulatory body slakeholders.
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Key Achievements Task 2

2. Oversee the development of the CROM Consortium:

governance, structure, budget and funding mechanisms,
engagement with 39 parties

» Development of a potential structure and working plan with
several working groups

» Ongoing engagement with CORESTA secretariat to establish
consortium governance and funding mechanisms

> Funding approval from 6 tobacco industry (Altria, BAT/RJT,
Imperial Tobacco, JTI, KT &G, PMI)
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Consortium Structure: Overview

CORESTA Scientific Independent Scientific
Commission Committee
/ N o Finalize taxonomy
Review, select and develop the ‘ Propose definitions
repository for descriptive CROM ( | i . .
\ /| Write technical report manuscript
] e - ’ : CROM , ‘ Identify the academic and
LEln S gl{ldt.ehnes e ( WG04 “‘-l Task Force [ WG01 regulatory bodies that will
develop Tobacco descriptive CROM | | Core provide the independent
standards oversight of the Consortium
Review, select and develop the ‘ \ Review existing guidelines and develop
repository for psychometric CROM '\ Tobacco psychometric CROM standards
-~ ///
ad \\ =
1 6




Key Achievements Task 3

[

3. Prepare execution of future phases: work plans,

working groups (WGSs)

> During October 6" CROM TF meeting
e CROM consortium structure was refined and agreed upon
e Coordinator for each of the WGs was identified
e Engagement plan was discussed with some immediate actions
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Next Steps for the CROM TF

TF core Coordinator: C. Chrea  Draft gourvenance model Q1 2020
team » Establish funding/invoicing processes
* Monthly TC with all WG coordinators

WGO00 Coordinator: C. Acquadro » Finalize taxonomy and review work and Q1 2020
write technical report
« Submit abstract to ISPOR US
» Organize satellite workshop to established
conference (e.g., SRNT)

WGO01 Coordinator: S. Shiffman » Draft NWIP describing objective and Dec 2019
engagement plan with external experts

WG02-03 Coordinators: S. McCaffrey/C. Chrea Draft NWIPs including working plan, list of Dec 2019
members, milestones and budget

WGO04-05 Coordinators: M. Sakar/K. Prasad
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Thank You!



