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Our Focus on Tobacco Harm Reduction
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* Focus on products, science
and pathways

 Building a portfolio of
potentially reduced-harm
products to appeal to adult
tobacco consumers

e Supported by advocacy,
communications and
engagement




Millions of U.S. Adult Smokers Currently Use or are
Interested in E-Vapor & Smokeless Tobacco Products

Total Vapers 7.9

Exclusive
Vapers
3.1

Exclusive
Smokers
30.8

Exclusive
Smokeless
Tobacco

Users
3.7

Total Smokeless
Tobacco Users 5.2

Total Smokers 36.6
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E-Vapor Presents a Tobacco Harm
Reduction Opportunity

Estimated U.S. Consumer Sales Long Term Opportunity
$ in Billions in Millions
Past 30-Day Users
9.1
~§2.5 ~$2.5
~$2.0

~$1.3 3.6
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R AR,
People Don’t Understand that E-Vapor &

Smokeless Tobacco Products are Substantially
Lower Risk than Cigarettes

% of population thinking each product is less harmful than cigarettes
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% of population thinking each product is more harmful than cigarettes
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Over 90% of the population thinks smokeless tobacco is as harmful or more harmful than cigarettes

Over 59% of the population thinks e-vapor is as harmful or more harmful than cigarettes

E.. Altria

Altria Client Services

1 Data excerpted from Highlighted Findings From Wave 1 of the Population Assessment of Tobacco and Health A
(PATH) Study presented at the 2016 annual meeting of the Society for Research on Nicotine and Tobacco F D LI
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Premarket Tobacco Application Process
Should Promote Public Health

« Pathways should facilitate
tobacco product innovation
that leads to reduced harm
products

* Implement an accelerated or
modified premarket tobacco

application pathway for —
: : : . Comments on behalf of Nu Mark to Comments on behalf of Nu Mark to FDA’s
eleCtrOmC nicotine de“very FDA's proposed deeming rule draft guidance on PMTAs for ENDS

systems

 Establish product and
performance standards

JAY
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Principles for Newly Deemed Products

« Opportunity for tobacco harm reduction

« Adult tobacco consumers are entitled to accurate, non-misleading
iInformation

FDA regulation should encourage innovation

Regulation should be science- and evidence-based

Regulation should preserve and respect the choices of adult tobacco
consumers

Regulation should apply equally to all manufacturers

FDA must adhere to constitutional principles

El Altria FDLI
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Abstract

To quantify e preveknce of 10 quit methods ccommondy use dby
achilt cigarette amokers vre used datafrom « natiore Ly Tepresent.
sty lomgitidinal (2014-2016) ondine srvey of U5 adult cigar-

ette amokeTs (o= 159430, Ognerall, 74 7% of adak omrert cigar-

ette srckers use dumbiple quit methods daring their most Tec st
quit attempt, Bivig up cigarettes oll at once (65.3%) andre du-
Cingthe ramrber of ¢ igirettes anoked (62 0%) vere the most pre-

wralevit mmethiods | Sthetiting same cigarettes Wik e -cigaretes was
sed by 4 greateT percertage of smokers than the niotie patch,
nicotine gum, or oiher cessation aids approved by the US Food
and Dz Admindtration, Forfer e search into the effe civerwess
of e -cigiettes as 4 ¢ essation aid is warmated.

Objective

Quitting cigimette auoking greatl Teduces the Tisk of deve bping
sroking-Telided dieases; alhwughthe healfh bevefite are geater
for people Who stoD 4t earler ages there are berwefits ot g age
(1). The 11se of electromic cigarettes (e- Cigarettes) has creased in
the Uhnted Geates (2. Little i Lewowrm about hove the The in e-c igar-
et wse , partiulirly among axTert and fonmer adult cigarette
wmnkers  may hate affectsd quitting behavrinrs . This shady as-
sessedcomnmn:emods Tsed Wy to QUi CiZaetes AMOME 4ha-
ot Ty Tepre sextatine onlie sanple of U5 adud omment anobksrs
mdﬁmm 2014 throngh Fme 2016.

Methods

Wk nsed dita from a nationaTly representative longidinl onlive
oy o adnlt cigarette avokers the Uhited State . Surmeepar-
ticipards were Tecruited from a probability sample of Tesiderdial
mailing addresses derted frommthe TS Postal Service s Delivery
Sequence File, ¢ cwering spprosimately 05% of all TS howekolds.
Sty rkating, etters ,whith contained o veheite Ltk sl pase-
wrord to the selected hnsehold s amvey, wers mailed to all
sampled houssholds. Each sanple dhousehoH had 2 knovm prob-
ability of sekection, and individual participants coutlnot vobm-
teer for shady exrolkuent. A1l arrent anokers vho particpate d &
baseline wmre Te- covtacted for followrap i e Svrgues that fol-
Toned. Details or survey methods are availsble o lewhere (39
Free and ifommed coreet of particpants was obtadne d,and soady
methods wrere approved by the ETI Intemational instibatimalre-
wiewhoard

The survey was conducted in 6 wawes, from April 7, 2014,
through Az 2, 2016, (hr aralpck vwas based on 15 943 amrart.
Cigaretts smikers who Teported bavingmade 4t I act ome quit at-
tampt fnfhe previous  wonthe | The dsta were weightsd to Teflect
rational distriutions of sex, age, Tace fethric by, and educ stion

cigurette suokers, (ment cigarette srckers vwere defined
as adiks aged 12 years or older who had aoked at least 100 ci-
garettes i their Lifetime and currently amoked “every duy™ or
“came days " & ¢ igaTette anoking quit athangt i the frevims 3
morthe i followr-up was assessed by asking Ommert amokiers,
“Tnring the past 3 months , how many times have you stopped
smobiing for ome day or longer because you s Hying to qui
smokeing cigatettes for good#” Thoss who anevmere d fueytriedto
it ome orTRoTe tires viere cotegorized s having made  quit -
tanpt and were adbee querd by acke d, W o last twied to qui
smiking, did you do any of the following ¥ The srvey provideda
list of 10 quit methods, wnd Tespondernts were ashed to ndicate
~rbich rrethods they used by responding ves o noto eachamethod,
Recporduarts vre pennitted o celect mmiltiple quit methods. We
estivvete d the prevalenc e of neing each quit method by ¢ dmldig

The op b bas exprersed by 20 Bore GONTDNE 0 B 0Nl 30 A0t becessaty RTECHR oplkions oftie U S, Depammertar Hea e
3 Himan Sembss, e P bl He 3t S ube, e Couk @ B rDksase Conto |3 PRUEybon, of the Ivthor MEted et thas.
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Centers for Disease Control and
Prevention Research Brief: Quit
Methods Used by US Adult
Cigarette Smokers, 2014-2016.

Caraballo, Shafer, Patel, Davis, McAfee.
Preventing Chronic Disease. Volume 14, E32
April 2017

College of Problems of Drug
Dependence News and Views:
Adolescents and e-cigarettes:
Objects of concern may appear

larger than they are.

Kozlowski, Warner. Drug and Alcohol
Dependence 174. Page 209-214
May 2017
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Adolescents and e-cigarettes: Gbjects of concern may appear larger than they

are™
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1. Introduction

The debate about elecronic cigareres
ranks s pethaps the most divisive in
the historyof tobacen contrel. Proponents
believe that e<igamettes could foster
wridespread abandenrrent of combusted
tobace products, by far the most dan-
gerous fom of baoes use, and thereby
dramaticallyreduce the d=aseanddeath
cameed by smoking (Abrams, 2014), Oppo-
nents fear thes products may seduce
new generations of youth into nicotine
addiction, many of whom may even find
a'gatevray'  cigarette smoking. They see
in ecigaettes the potential of Tencrial-
izing' snoking (0.5 Department of Health,

# Thismpaterial ot peer mviswed by the Jowmal,
but is viwed prior fo publication. "

Bealih, DepayeT® of Bpidemlogy, Galurbia Und-

Bt o gD L. Anagaldep 2007 LT
sy

and Human Services 2018) In stiking
contrast to SUpporters' view, some oppo-
nents worry that dual us of cigaettes
and edigasttes by adults will redue
srooking cessation. Andin similaly sik-
ing montrast o opponents' worries about
¥ids, supprrters belizve that e-cigasttes
Tay be providing young pecple an alter-
nanve w far ore dangerous digaets
sreoking (orowskd, in press; Kozlowski
and Sweancy, in press; Warner, 2016).
Uncertamty about the health hazards
assodated with novel products, how they
are uszd and how their uss affects smok-
ing, has created a bungecning research
feld. & systematic 1eview of empirical
ressarch through May 2016 included 627
artides (Slasser et al, 2018). The inten-
sity of pecple’s maral emotions' fangez,
disgust, or conterpt) about the novel
products can color their nterpretation
of the science, however ok, 201%
Koalowrski, in press), consistent vith the
cancept of sgnal detection (Rnderson,
2015; Tanner and Swets, 1994). Detec-
tion of even simyple signals, such a3 the
presence or absence of a tone, is influ-
enced by rewards for detecting or noe

detecting the stimulus When the sig-
nals, including evidence, support favered
narratves on camplex issues, especially
in 2 morally and poliically-charged con-
text such as tobacon cantrol Kozlowsk,
2015; Koalowskd, in press), there are biases
for f3) seebing infarmmation that supperts
one's posidon Eonfimnation biag, ()
more aitically assessing opposing vork
disconfirmmition isg), and §)inclning 1o
suppart ane's prior beliefs (a prior belief
effect) (Swickland et al, 2011). We believe
that signal detection is playing a central
rele in the debate over e-ciguettes, Peo-
ple o both side s axe findingevidene that
supparts what they vant 10 believe.
 this essy we exarmine the rela
tive mnerits of leading studies on whether
e-cigmertes pose signifrant threats 1o
yonths' health and wellbeing, While we
foous cn youth, the context occasionally
requites that e address adult-relevant
considerations s well. Cwerall we con-
clude that the risks for youth possd by
e-cigaettes likely fall far short of those
feared by the produrts’ oppanents. Cone
ceivably, e-cigarettes may mreate a net
henefit for srne high-ride young people
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Establishing Regulatory Pathways Without Losing Sight of the
Public Health Goal and Message

Jim Solyst
Vice President, Federal Regulatory Affairs
Swedish Match North America



Two Goals

* Establish PMTA and MRTPA pathways that are
understood and provide needed evidence;

* Achieve an immediate public health benefit.

FDLI
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Swedish Match PMTA and MRTPA Experience

e Company is proud to be the trailblazer.

 We understand that the Company has become Exhibit A in CTP’s
description of the PMTA and MRTP pathways.

* The regulated community and other stakeholders have a much
better understanding of the process largely because of the
Swedish Match experience.

FDLI
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Concern

* More attention is paid to the regulatory pathways and not
enough attention is given to the fundamental public health goal
and risk communication message.
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T o Sed N
PMTA Example

* On November 10, 2015 we received a PMTA order for the
eight General snus products sold in the US.

* The decision document—the Technical Project Lead
report, the TPL-- provides a very clear rationale for why
the decision was made

— The TPL is an outstanding report; one of the most important

and significant regulatory documents in global tobacco
control and harm reduction.

— The TPL offers three “top-line reasons” why the PMTA order
was issued: GOTHIATEK, low TSNAs, and low other HPHCs.
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PMTA continued

The brief and readable TPL Executive Summary includes a paragraph
guantifying the risk reduction achieved by switching from another smokeless
product to General snus, including the statement: “...an individual using these
products with reduced NNN levels would reduce the excess cancer risk by 90%
compared to use of moist snuff...”

The TPL is a significant regulatory science document but does it impact adult
tobacco consumers?

The public health/risk communication message is there: switch from your
current smokeless product (and certainly cigarettes) to General snus and will
greatly reduce your risk. But you have to find the document and then
decipher the message.
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PMTA continued

CTP also issued a press release;

— Page and a half long, nine paragraphs, and it is not until the second page, the
6th paragraph, that the product and the company are named.

— The first 3 paragraphs are all about the pathway and it is not until the 4th
paragraph that the term public health is used, and that is in the context of
standard that must be met: “appropriate for the protection of the public
health.”

The press release contains several statements indicating that just
because a product is a PMTA does not make it a safe. What the press
release does not state is that if an adult tobacco consumer switches

from cigarettes or other smokeless products to General snus they will
greatly reduce their risk.
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MRTPA Claim

FDLI

e The MRTPA claim is to remove two current warning labels that is
on all smokeless products: this product causes mouth cancer and
tooth loss and gum disease; and;

 Add a statement that the product is substantially less risky than

smoking.

e On December 14, 2016 CTP issued a partial decision, denying the

request to remove t
stating that we wou

ne tooth loss and gum disease warning label;
d need to prove that the product cannot

cause tooth loss anc

gum disease.
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MRTPA Status

FDLI

My interpretation of CTP correspondence, and public statements,
most recently at the April TPSAC meeting, is that CTP believes
General snus is a Modified Risk product; but at this time CTP is

not willing to remove the existing warning labels.

What needs to be resolved is how to characterize the product
(what should be the claim) to satisfy CTP.

17



MRTPA Status

* We don’t agree with the CTP partial decision but we understand
the rationale.

 But does the partial decision make sense from a public health
and risk communication perspective?

* |tis wise to determine a product is protective of the public health
(PMTA decision) yet continue to have the mouth cancer, tooth
loss/gum disease warning labels?

18



