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Product Use Behaviour Measurements

As part of the existing and emerging regulation for introducing NGPs

¢ Number of Product Use Behaviour measurements required:

> Sensory Experience

> Level of consumption

» Puffing Topography

> Intention to use/quit

> Ability to understand & comply with ‘use instruction’/ potential misuse
> Abuse Liability Assessment

> Perception & Comprehension of NGP ‘modified risk communication’
> Pattern of use
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CORESTA PUB Sub-Group: Objectives

1. Critique and review published papers on all aspects of tobacco and
related products’ use behaviour, and publish in peer-reviewed journals.

2. Examine unpublished reports and work on the subject with a view to
recommending publication of suitable papers in peer-reviewed
journals.

3. ldentify gaps in total knowledge and suggest suitable work to provide
the necessary information.
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Outline: 2019 Activities

1. eCig literature review — proposals to fill identified gaps

2. PUB-156-NWIP: Abuse liability assessment review update
3. PUB-169-NWIP: VLNC review update

4. PUB-190-NWIP: Formation of CROM Task Force

5. Unpublished reports

6. Next steps
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1.0 Proposals to fill the gaps identified

% Comparison of methods /protocols/ devices for vaping topography
assessment

¢ Vaping topography comparison of populations / sub-populations
+» Comparison of vaping topography for different products

% Topography assessment with heated tobacco products

% Assess the Product Use Pattern of heated tobacco products

% Assess the Product Use Pattern of e-cigarettes

PUB SG Report Centre de Coopération pour les Recherches Scientifiques Relatives au Tabac
SSPT2019, Hamburg - 191007 Cooperation Centre for Scientific Research Relative to Tobacco



Next Steps

Following a survey of members the following topics have been short listed
s Topography assessment of heated tobacco products

¢ Product Use Pattern assessment of heated tobacco products

¢ Product Use Pattern assessment of e-cigarettes

|dentify appropriate workstream leads Q4 2019
Prepare NWIP to design and execute the studies Q1 2020
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2.0 PUB-156-NWIP

New Work Item Proposal

STDS-002-CCA-C2_New Work ftem Proposal-170306

&2 be completed by the Proposer To be completed by the CORESTA Secretsriaf
Proposal date (al dates in YYMMOD format): Date Received by Secretariat:
170721 170721
Proposer (individual or Warking Group) Reference number:
Krishna Prasad (PUB) 156
Submitted by: (Name, Organization): Date forwarded to the Scientific Commission
Michael Kong, Altasciences Clinical Research 170724
On behalf of (Organization, i different from above): Deadline for answer by Scientific Commission
CORESTA 170804

Review of Human Abuse Liability (HAL) Assessment with Reference to Tobacco and
Nicotine Products
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Review of Human Abuse Liability (HAL) Assessment
with Reference to Tobacco and Nicotine Products

Writing Committee responsible

* Michael Kong Altasciences Clinical Research
* Andrea Vansickel Altria Client Services

« Leanne Campbell RAI Services

« Sarah Baxter Wright RAI Services

* Neil Sherwood Independent Consultant

« Sarah Evans Turning Point Brands
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Review of Human Abuse Liability Assessment with
Reference to Tobacco and Nicotine Products

Document Outline
« Section 1: Overview of methods for HAL testing

* Review of current methods borrowed from pharma assessments and unique to
tobacco research

* Relevance of current HAL methods to tobacco products
« Section 2: Industry experience with regulators
« Section status is being considered, awaiting contribution from members
« Section 3: Role of attractiveness and product appeal in product use and dependence

» Section 4: International perspective on product appeal and abuse liability of tobacco
products
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Review of Human Abuse Liability Assessment with
Reference to Tobacco and Nicotine Products

Current Status

 Individual document sections have been drafted by writing leads

« Draft sections have been consolidated into a single working document and
the document has been revised to align information across sections

 Draft document has been shared with stakeholders for review and feedback
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Review of Human Abuse Liability Assessment with
Reference to Tobacco and Nicotine Products

Next Steps

* Nov 2019: Draft document reviewed by internal stakeholders (includes time
for 2 review cycles)

* Q1 2020: Final document reviewed through stakeholder’s required review
processes

* Q2 2020: HAL Review finalized and submitted to target Journal

ST12 — Session 3 Today 07/10/2019
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3.0 PUB-169-NWIP

New Work Item Proposal

STDS-002-CCA-C2_New Work lfem Proposal-170306

To be completed by the Proposer To be completed by the CORESTA Secretariat
Proposal date (all dates in YYMMDD format): Date Received by Secretariat:
170922 171023
Proposer (individual or Working Group) Reference number:
Product Use Behaviour Subgroup 169
Submitted by: (Name, Organization): Date forwarded to the Scientific Commission
Mohamadi Sarkar, ALCS 171117
On behalf of (Organization, if different from above): Deadline for answer by Scientific Commission
Product Use Behaviour Subgroup 171127

To conduct a systematic review of publicly available study designs and methods
used to evaluate VLNC in adult users of tobacco products
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VLNC Review - Team

Writing Committee responsible

 Mohamadi Sakar Altria Client Services

« Paul Nelson RAI Services

« Jeff Smith RAI Services

* Neil Sherwood Independent Consultant

« Javier Matinez / Kelli Sayers JTI

« Xavier Cahours Imperial Brands
« Krishna Prasad BAT
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VLNC Review - Purpose

To conduct a systematic review of publicly available study designs and
methods used to evaluate VLNC in adult users of tobacco products

Review Framework

¢ Does the reduction of nicotine content in cigarettes to a very low level modify
cigarette use behaviour?

¢ Restricted to clinical, behavioural and perceptual studies in Man

*» Limited to studies among current cigarette smokers

» No studies have been found which examine the effects of VLNC on initiation
to cigarette use
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VLNC Review - Method

Studies in the available literature, grouped into four categories:

1. cessation among smoker subjects when switching to VLNC

2. changes in product exposure (e.g. CPD, biomarkers) when switching to
VLNC

3. changes in product use (e.g. topography) when switching to VLNC

4. changes in attitudes (e.g. risk perception) when switching to VLNC

PUB SG Report Centre de Coopération pour les Recherches Scientifiques Relatives au Tabac

SSPT2019, Hamburg - 191007 Cooperation Centre for Scientific Research Relative to Tobacco 15



VLNC Review - Narrative

1. Are these studies credible when judged against appropriate / acceptable tobacco
clinical study design standards?
e If so, what conclusions may be drawn?

e If not, what are the common strengths and weaknesses in these studies?

2. What issues need to be considered in conducting human studies of VLNC and what

would an “ideal” study design look like?

Next Steps:
> Final Draft in preparation, followed by team review and submission planned Q1 2020

ST51 — Session 12 Thursday 10/10/2019
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4.0 PUB-190-NWIP

New Work Item Proposal

STDS-002-CCA-C2_New Work Ifem Proposal-170306

To be completed by the Proposer To be completed by the CORESTA Secretariat
Proposal date (all dates in YYMMDD format): Date Received by Secretariat:
180503 180529
Proposer (individual or Working Group) Reference number:
Krishna Prasad, PUB Coordinafor 190
Submitted by: (Name, Organization): Date forwarded to the Scientific Commission
Krishna Prasad, BAT 180530
On behalf of (Organization, i different from abowve): Deadline for answer by Scientific Commission
180607 (SC meeting)

Establish Best Practice & Guidelines for Consumer Reported Outcome
Measures (CROM) using a Consortium approach
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The path towards a CROM Consortium
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Where are we on WGO objectives?

1. Clarify the goals of the Consortium, the

v
research questions and the scope of work vone
2. Oversee the development of the CROM
Consortium: governance, structure, budget and % :
funding mechanisms, engagement with 3 On-going
parties
plans, worklng groups (WGS) v Initiated
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Business Case for CROM

'i

g 5 P y 1
ug pening: P o3 v OREST/ o
CORESTA- Consumer -Reported-Outcome- v P > patients’ needs,-and-pr ROM-TF, i
Measures Task-Force pt i e L] be-funded by their raspective-employer. 1
1 T pr v it-is:
| n 1 | P 8 PP i P
# ; i ROl ing plan. . yp
pos por #.To-provide-guidance-on-how-to- develop, validate, identify, access-and-use-CROM:-to-evaluate: " ifi
1 i ining p » P purposes:q experts-to- face- meetings- has to-an
DateMonday 8" July20199 ~aBjrerewingexisting idati RO % = e 7 i
M information-on-CROM; § ¥ &P
Version:fina!f ~By providing i idationof CROM; S " group: o
T v g ige-repository ged by 5 |
5 P! al L |
‘Whatis‘the-regulatory-context?"
e 4 ) s. bed 8 Pl & I & " Cost/unitit Unitt o °
: process, regulstory agencies, t -Foo g regulatory-agency-stakeholders. §
(FDA), ype-of-scie eq Consulting from: 300°USD/nourx 624 {12 hours x5 87 o
P epul y € ing s S— externalexpertsi wesks)t
to- determine- 4 risk- - behaviors: and- of product: The- CR CORESTA:
: PUE: Stmply, shis ior fequlrs: fo-Have: i plscs: appeopdisce: {Cooperation: Centre-for-Scientific-ResearchRelative: to-Tobaccal, an- asociation foundedt in 1956-to- Travebepenses3: S000USD/persons: | 10meetingattendancesi | SR>
yreg
1 it G products. The Total o
1 =8 2 igure:§
P g o i p Investment-perindustry-member-per-year T ol
o P i hethecst the-CROMTFY
concerns' perceived: states, reports - of bahavior ovther comb-nmon of both,-and- undermnamg of- i E 2 il 3
messages. They i 5 o " "
i RO i ity I X . T
¥ CORSUIDE-Tep: { eaThe-
andreliable, i e, they ¥ pendably y ] TheECORESY L ¢
9 ¥ 1 Apper CROM:
1 - ) 2 s 4 E] Namest Company, Countryst o
ples-of-pre- { P { e — e = > 7
have- shown- that- regulators- thoroughly: scrutinize- consumer- perceptions- and- behavioral studies.- cktirt MREAW‘ thp‘M‘mls itemational Stetngy, 2
Methodological fiaws- in- the- selection- and/or- the- development- of- CROMs- can- have- detrimental- Rapporteunt CAHOURS Xaviert Imperial-Tobacco, Francest o
yreg! yruli y i i i Industry- BLACK-Ryan, NgCAFFREY:Staceyx Altriz-Client Services, USAs o
Al 4 5 v Nestierat PRASAD Krishnast British-American-Tobacco, UK o
o R
be-added-on1Q0S packaging 9 “AYALA-FIERRO Felinat TG Brands, USA o
1 . . GILES Lesley TTIntemationa|-SA, Switzerland® o
2018, TF), 0 {PuB)
group,” and including: members- of- 8 tobacco- industries,” has: been- working: on- the: foundation: of- 2- PARK-ChHgent KT&G Researchiinstitute, SouthKoreax &
i 4 € ™ — CURTIN-Geoffrey, SMITH-lefireyst RAlServices Company, USAR o
o ppendix).-During: gonMay24%,2019, "
two-main-conclusions-were-made by the TF:§ « "ACQUADRO-Catherinex ICON-plc, Francest o
1. i i i ROMi y-sci 1 s s C“"‘"":'y':::u SHERWOOD Neitt Neil-Sherwood-Consulting, Switzeriandi &
N idati Al g funded Istryst. -
2.This- issue- can- only- be- resolved- through- a- better- collaborative: effort- between- tobacco- SHIFFMAN Sio Elppgy:Associates, USAX 2
companies, regulators-and-academic researchers § 1
By setting-up-a-CRO ium, vie: propo: 5 imil i : 5 i
3 g 5. Department o ealth and Human Sertces: Guldance for ndustry--Patient Repoeted-Outcarme: Messures: Use i Msdical
- 2003 Avalfable-at
under- the- pat P (PRO)- Group- to- provide- a 2.0y
Aaiairac SUgan A Dbl oy WIS BedGlD Aror
sepertesOutece
P Febevany 16, 2001 Ve 51522319
$coER Zanent 5 et 5 ment 3pproval precess deugsfeder patient focused
o9 drug development]
. . Confidential . . Confidential . .

PUB SG Report
SSPT2019, Hamburg - 191007

Centre de Coopération pour les Recherches Scientifiques Relatives au Tabac 20
Cooperation Centre for Scientific Research Relative to Tobacco



Building the CROM Consortium

Next Steps

* Will be presented at the CROM TF report in the afternoon

STPOST 58 — Session 8 Tuesday 08/10/2019
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5.0 Unpublished Reports

s Vapor topography instrumentation

* Human Abuse Liability measurement

* Risk Perception — Meta analysis from PATH study

s D2L measurement for BfTG e.V.

s Adaptation of SPA-M to measure vaping puff topography
* Methodologies to assess nicotine cognitive effects

¢ E-cig Button Press Duration as a Proxy for Aerosol delivery
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6.0 Next Steps

NWIP 156 — Complete Sub-Group review of HAL document
NWIP 156 — Final HAL document review by stakeholders
NWIP 156 — Submit HAL Review for publication

NWIP 169 — First draft of VLNC review by Sub-Group
NWIP 169 — Final VLNC document review by stakeholders
NWIP 169 — Submit VLNC Review for publication

Draft NWIP for the proposed NGP use-behaviour collaboration

0O N O O B~ W N PP

Next meeting Spring 2020 — Celerion in Belfast

SB/KP Q4 19
SB/KP Q1 20
SB/KP Q2 20
NS/KP Q4 19
NS/KP Q1 20
NS/KP Q2 20
KP/XC Q1 20
KP/GLP  May 20
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Big Thank You to all the contributors

Any Questions?
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What does the
future hold for
Product Use

Behaviour Research?

i
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Future of PUB Research

“You’ve got
rigour but
we’ve got

vigour".

Tech Start-up in
Consumer Research
Field
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Future of PUB Research

Exploring the dynamics of human
behaviour and the patterns in use
behaviour can help us better
understand how consumers will
respond to new innovations and
products.

PUB SG Report
SSPT2019, Hamburg - 191007

Centre de Coopération pour les Recherches Scientifiques Relatives au Tabac
Cooperation Centre for Scientific Research Relative to Tobacco




Future of PUB Research

Are we really utilising
technology to its full
advantage or just using
it to do what we have
always done?
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The future for PUB research
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