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Estimated Adult Tobacco Consumers 18+ by Category

~6.2 MM Adult Smokeless
Consumers

~40.4 MM Adult
Cigarette
Smokers

~3.6 MM Adult LM
Cigar Consumers

..,86 MM Ad u |t E-Cl garette Source: 18+ATCT 12MM ending March 2917
C Numbers may not foot due to rounding
onsumers
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FDA’s New Plan for Tobacco and Nicotine Regulation

FDA'S COMPREHENSIVE REGULATORY PLAN

* New approach places nicotine — and the issue of addiction — at
the center of regulatory efforts

* Acknowledging that while highly addictive, nicotine is delivered
through products on a continuum of risk with the most harmful
delivering nicotine through smoke particles from cigarettes

- Strikes an appropriate balance between smart regulation and
encouraging innovation of satisfying, less harmful products

« Continue to base all actions on regulatory and scientific
foundation

4 August 23, 2017 | NATO Center for Tobacco Products
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Areas of Difference Between E-Cigarette Enthusiasts & Skeptics

Issue Enthusiasts Skeptics
Degree of risk reduction >95% Unknown; likely much <95%
Primary articulated concern Maximizing adults quitting smoking Minimizing risks to kids
Nature/magnitude of risks to kids Minimal; e-cigarettes may substitute for smoking Feared substantial: gateway to smoking;

renormalization; effects on developing brain

Impact on adult quitting Potential to help millions May reduce quitting

Precautionary principle Smoking toll requires support of novel products Need to first prove (relative) safety &
effectiveness

Long-term nicotine addiction Acceptable if eliminates smoking Not acceptable

Cigarette and e-cig companies Open to working with them Not to be trusted

Free market Strongly support Worry about “Wild West”

Scientific studies Support/discredit Support/discredit

Product regulation Favor limited regulation that won’t disrupt Support strong regulation to ensure
innovation safety/effectiveness

Information dissemination Emphasize harm reduction potential for adult Emphasize risks for kids and risks of dual use
smokers for adults

Policies, e.g., vaping where smoking Oppose location restrictions; support flavors (to Support location restrictions; oppose flavors

prohibited; flavors; taxation assist in adult quitting); no/low tax (to reduce attractiveness to kids); tax

Warner, K. How to Think — Not Feel — About Tobacco Harm Reduction, Mar. 9, 2017, Public Health
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Levy — Potential Deaths Averted in USA by Replacing Cigarettes With E-Cigarettes

Findings:

Compared with the status quo,
replacement of cigarette by e-cigarette
use over a 10-year period yields 6.6
million fewer premature deaths with
86.7 million fewer life years lost in the
optimistic scenario. Under the
pessimistic scenario, 1.6 million
premature deaths are averted with
20.8 million fewer life years lost.

Potential deaths averted in USA by replacing cigarettes with e-cigarettes. Levy, D., et. al., Tobacco
Control, Oct. 2, 2017, doi: 10.1136/tobaccocontrol-2017-053969
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Potential deaths averted in USA by replacing
cigarettes with e-cigarettes
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Introduction LS tnter

cigarette Lse have been
-

o Scenaric, devedoped 1o o prec
e heahh oulcame:

TS, BVEN Under pessimistic assumptions
gerding cesse and relative harm

INTRODUCTION

2rrm fram cigarette smeking remain anaccepesbly
high even thengh smoking peevalence in the USA has
decreased markedly cver the past 50 years - Two of
those long.secm smokecs wil likely dis premamrely
of 3 smoking-arributible diseaze’™  Although
many tobacco control policies, such s higher
cigarette tames, smoke.free public places, madiz
campaigns, cessation weamment programmes and
adwertising restrictions, have already been imple-
mented with substanial effectiveness, their pace in
averting preventable desths has been celarively siow
and theic potential to secure quick and sabstantial
new smoking declines s limited. * Accordingly,
tobasce control experts and national gavernments
have begun comsidering what might be dene t
sccelecate declines in tobacco-caused health harms
and evenmually eliminate 3ll tobacco consmmption
{often tecmed an “encgame’). The 2014 US Sargeon

General Report recommended zn endgame strategy
for the tobaceo apidemic ¢ Finland, New Tealand,
Hong Kong and Ireland have alreacy st the goal of
reaching an endgame.”

While some refee to an endgame for 2ll tobaces,
most appear to focus on cigarettes a5 2 more real-
istic and mast iMpOETaN: arger, since they cause
the vast majority of harm.” ™ However, 2 coedible
plan to minimise cigarems ose has ver to be imple-
manted. Ar the same time, emecging nicotne-de-
livery products, such cectes, call for an
pdaring of rraditionsl tobacco control swaegies o
better address new opportunities and theeas that
they porsent. T

Rather than focusing on policies designed exclu-
sively to cedoce cigaretie ase, some public health
xpert: suggest 3 complementary appeoach to
encourage the we of less harméul micotine defivery
producs, such 1 ecigrenes, 2 3 sbatinte for

sigarertes® 5 Some public health expert and
officials fear that e-cigaeete use [vaping) may
increase everall tobacco-related harms by serving
22 2 gateway to smoking ac prampting smoker to
vape of engage in duzl nze instead of guitting all
6.5 However, svidence iz mounting that e sig-
aeettes deliver only 2 small percentage of the toxi-
canes delivered by cigarettes 232 In zddition, newer
ecigarsttes models have been showm to mere effi-
ciently deliver nicotine™ ¥ 2 than older models and
provide sensorimotor expetiences and ‘throat-hit”
similar to smoking, ™ thus increasing their potential
o serve 33 effective substitates for cigaretces

The goal of this paper is to show the porenial
health impact from an endgame strategy directed
3t replacing all or most cigarette smoking by e-cig-
arems use over 3 10-pear period. The 10-year time
frame iz used foc illostrative parpases o show
the potential health gins that could be secored
by a potent switching-based straregy. To address
the majar concerns about switching smokers t
e-cigaremes, some of the projecions asame 3
mach smalles net ceduction in health harms from
switching to e-cigaretie fom cigasstiz use than
existing cesearch suggesis, and that the switching
strategy will inceease ini nto cegalar vaping
by youth and others who woald not othermize ue
any nicotine delivery progacts and will prompt
some smokess whe woald stherwise have quit
all tebacco and nicotine e to instead e ecig-
aeestes. To distingaish the effect of policies on
youngzs and elder cohors, we present separate
nlyzes for the cohert age 15 peacs and age 33
years in 101€.

")
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Modernizing the Regulatory Framework

Regulation provides significant
benefits to adult tobacco
consumers:

Iy U.S. FOOD & DRUG

e A common set of rules for all e

tobacco manufacturers

Framework for evaluating
potentially less harmful tobacco
products

Guidelines for accurate and
scientifically grounded
communications
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Modernizing the Regulatory Framework

Regulation should also:

Iy U.S. FOOD & DRUG

. . ADMINISTRATION
Encourage innovation

Provide viable pathways to
get reduced harm products
to market
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PMTA Pathway

™.,
‘ Premarket Tobacco Product
The PMTA Process Should be 3 ]
.qe s
Modified -
* Draft guidance for ENDS PMTA = : ]
applications is unduly burdensome &‘5;
* Lacks an accelerated review = f_E_._DEH_f,_L REGISTER

process

* Does not include a change
management process after
issuance of a market order

Comments on behalf of Nu Mark to FDA’s draft guidance on PMTAs for
ENDS and proposed deeming rule
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MRTP Pathway

Guidance for Industrv

Regulations for MRTP Applications Modified Risk Tobacco
Product Applications

* Clear, reasonable and include provisions
for abbreviated applications and DRAFT GUIDANCE
acce | era te d au t h o) ri 7a t i ons This guidance document is being distributed for comment purposes ouly.

Written comments and suggestions regarding this draft document may be submitted
within 60 days of publication in the Federal Register of the notice announcing the
availability of the draft guidance. Submit comments to the Division of Dockets

. M M Management (HFA-303), Food and Drug Admimistration, 3630 Fishers Lane, Room
b M ust be consistent wit h t h e F Irst 1061, (HFA-303), Rockville, MD, 20852 Altematively, electronic comments may be
submitted to http://www regulations gov. All comments should be identified with the
docket number listed in the notice of availability that publishes in the Federal Register.

A m e n d m e n t For questions regarding this draft guidance, contact the Center for Tobacco Products at

(Tel) 1-8]?-CTP-I}H‘(l-E??-lS?‘-IiTi}Monday-Fr:da}_ 900 am -4:00 pm EDT

Additional copies are available online at

° F ac | I it a te t ru t h f u I an d accur ate ttp. Vo s gov/ TobaceoProducts/ GuidapceComplianceResulatoryTnformation/defiul

thtm You may send an e-mail request to SmallBiz. Tobacco/@fda hhs gov to receive an

electronic copy of this guidance. You may send a request for hard copies to U.S. Food
and Dmg Administration. Center for Tobacco Products, Attn: Office of Small Business

commun | cat i ons to consumers Assistance, Document Control Center, Building 71, Room G335, 10903 New Hampshire

Avenue, Silver Spring, MD 20993-0002.

T.5. Department of Health and Human Services
Food and Drug Administration
Center for Tobacco Products

March 2012
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