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Should FDA try to move smokers to e-cigarettes or other less-harmful tobacco-nicotine products
and, if so, how?

Introduction & Framing for Other Panel Presentations by Moderator, Eric Lindblom

1. For the purposes of this panel, e-cigarettes are defined as any tobacco-nicotine product through which
consumers can inhale nicotine directly into their lungs without any combustion that cause lesser health
harm and risks to exclusive users than smoking.

2. Many see e-cigarettes as being much more attractive, viable, and direct less-harmful substitutes for
smoking than other non-combustible tobacco products (e.g., smokeless tobacco) or non-tobacco
nicotine-delivery products (e.g., nicotine gum or patches) because e-cigarettes enable smokers to feed
their addiction by inhaling nicotine directly into their lungs, just like smoking. That raises the possibility
of securing significant public health gains by shifting ongoing smokers to using e-cigarettes, instead.

3. FDA s generally allowed to take action relating to non-medical tobacco/nicotine products when doing
so is “appropriate for the protection of the public health.”*

A. But FDA is not required by law to initiate any new tobacco control regulations, public education
campaigns, or even most enforcement actions — no matter how “appropriate for the protection of
the public health” taking those actions might be. Hence, this panel’s question: Should FDA try to
move smokers to e-cigarettes or other less-harmful tobacco-nicotine products and, if so, how?

B. The panelists or others (including FDA officials) could have a wide range of non-health reasons for
thinking that FDA should or should not try to move smokers to e-cigs or should take certain specific
actions to do so (e.g., political or legal concerns, wanting to avoid industry burdens, cost to the
government, availability of more effective options to reduce tobacco harms). But, regardless of any
non-health reasons for choosing to take any specific action, before actually taking the action FDA
must, generally, be able to determine that taking the action is “appropriate for the protection of
the public health” (and not be “arbitrary or capricious” or “abuse its discretion” in making that
determination).?

4. There is considerable debate among researchers and others about how much less harmful exclusive e-
cigarette use is compared to smoking. But this panel is not going to get into that debate, much less try
to resolve it. Instead, the panel is basing its analyses and recommendations on the following core
research-based facts:

A. Exclusive e-cig use is less harmful/risky to users than smoking.

B. Exclusive e-cig use is more harmful/risky to users than not using e-cigs or any other non-medical
tobacco or nicotine product at all.

C. Switching to dual use from smoking is not less-harmful to users than just smoking unless the dual
use reduces smoking levels substantially (e.g., to very low levels).

D. Exposure to e-cig use is less harmful/risky to non-users than exposure to smoking (including harms
to newborns from maternal e-cig use only vs. maternal smoking during pregnancy).

E. Exposure to e-cig use is more harmful/risky to non-users (including newborns) than not being
exposed to any smoking or e-cig use at all.
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5. Based on those core facts, moving smokers to using e-cigarettes could produce health gains in the
following ways:

A. Less harm to exposed non-users to extent exposure to smoking is replaced by exposure to e-cig use
or otherwise reduced significantly.

B. Less harm to smokers if they switch completely to using e-cigs, instead.
C. Dual use with large reductions to former smoking levels might reduce health harms/risks.

D. Complete switching to e-cigs could be pathway to total cessation; and incomplete switching (dual
use) could be pathway to complete switching to e-cig use, with related harm reductions.

E. Youth who experiment with e-cigarettes instead of with smoking and move on to initiate regular
use would be initiating into less-harmful form of tobacco/nicotine use. Also possible that
experimenting with e-cigs instead of smoking might be less likely to result in regular/addicted use.

6. At the same time, moving smokers to using e-cigarettes could produce health harms in the following
ways:

A. Some smokers who would have otherwise quit all tobacco-nicotine use could switch to using e-cigs,
alone or via dual use, instead -- preventing or delaying total cessation.

B. Some smokers who would otherwise have quit all smoking could switch to dual use, instead —
thereby preventing or delaying smoking cessation.

C. In many cases, dual use could be more harmful than just smoking.

D. Efforts to move smokers to e-cigs could prompt youth or adults who would not otherwise use any
tobacco-nicotine product to start regular/addicted e-cig use, and some might move on to
regular/addicted smoking.

7. The extent to which any of those beneficial and harmful behavior changes occur will depend on how
the e-cigarettes and smoked tobacco products are marketed and regulated. For example, a recent
journal article projected that if virtually all cigarette smoking were replaced with e-cigarette use over
the next ten years that could, under its conservative assumptions (e.g., e-cigs only 5% as harmful as
cigarettes, low residual smoking, low initiation by otherwise nonsmokers), prevent 1.6 million
premature deaths and could, under its optimistic assumptions (e.g., e-cigs 40% as harmful, higher
residual smoking, more initiation), prevent 6.6 million premature deaths.® An earlier modeling study
found both positive and negative net health impacts, depending on a wide range of different
assumptions about switching, dual use, cessation, and initiation trends, as well as about relative
harmfulness (but none assuming that smoking would be largely eliminated).* The study’s most
optimistic scenarios (e.g., considerable total switching, low or no cessation delays or initiation by
otherwise nonsmokers) produced net health benefits even when e-cigarettes were assumed to be 50%
as harmful as cigarettes, and its most pessimistic scenarios (e.g., considerable dual use with cessation
delays, little total switching, increased initiation) produced net health harms even when e-cigarettes
were assumed to be only 1% as harmful as cigarettes — with other, in-between scenarios having net
positive or negative impacts depending on the what relative-harm assumptions were used.

8. Current situation under federal law: Manufacturers of e-cigs on the U.S. market must register and make
various reports to FDA; e-cigs may not be sold to persons under the age of 18; no free samples; liquid
nicotine must be in child-proof packaging; packages must have nicotine/addictive warning label by
August 2018; e-cigs currently on U.S. market (as of 8/8/16) must submit an application to obtain an FDA
new product or substantial equivalence order by August 2022 to stay on market; any brand-new e-cigs
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(or existing e-cigs that are significantly changed) must obtain a new product order before entering the
market; and manufacturers may not make reduced-risk claims about their e-cigs without first obtaining
a permissive Modified Risk Tobacco Product (MRTP) order from FDA.>

9. Possible FDA goals from a Tobacco Control Act or public health perspective:

A. Take action to move smokers to e-cigs if doing so would produce substantial net public health gains
-- compared to taking no action or to taking readily available alternative actions to prevent or
reduce tobacco use harms. [Or FDA could both take the action to move smokers to e-cig use and
take one or more of the other readily available alternative actions at same time, if doing that would
secure even larger net public health gains.]

B. If action is taken to move smokers to e-cigarettes, structure the action, to the extent possible, to
reduce any risks that it will also produce new health harms — at least so long as reducing those risks
does not significantly reduce the likely net public health gains from taking the action.

10. Available FDA tools for moving smokers to using e-cigarettes.

A. Include relative-risk information or encouragement for smokers to switch in FDA public statements,
website pages, reports, documents, press releases, etc.

B. Public education campaigns (which could be targeted to maximize reaching smokers and
minimizing reaching youth and non-smokers).®

C. New rules to inform smokers about relative risks through required warning labels or inserts/onserts
for cigarettes and other smoked tobacco products and/or for e-cigs.”

D. New rules to make cigarettes and other smoked tobacco products less addictive or attractive.®
E. New rules to make e-cigarettes more attractive to smokers.’

F. Notissue any new rules that place new restrictions or requirements on e-cigarettes or their
advertising or other marketing which are as or more strict, costly, or burdensome as those placed
on cigarettes or other smoked products.

G. New Product Orders. For example: Provide expedited pathways to enable innovative new e-cigs to
get on FDA order to allow them on the market (e.g., if they are less harmful/risky than existing e-
cigs or serve as better smoking substitutes).

H. MRTP Orders. For example: Provide expedited pathways to enable manufacturers to advertise
certain e-cigs to smokers with reduced-risk claims.°

I.  Enforcement discretion.!! For example:

(1) Put a top priority on enforcing existing TCA provisions and related rules against cigarettes and
other smoked tobacco products.

(2) Postpone or forgo enforcement of the TCA and related rules against e-cigarettes.

[FDA does not have authority to establish or increase tax rates on any tobacco-nicotine products. Nor
does FDA have authority to change, overrule, or impose state or local smoke-free laws.]

11. As noted above, in most cases FDA cannot take action to move smokers to using e-cigarettes unless it
determines that doing so is “appropriate for the protection of the public health.” It is also quite
possible that when deciding whether to take action and what action(s) in might take, FDA might follow
some versions of the medical maxim to “do no harm” or the precautionary principle (which basically
says that when an activity raises threats of harm to human health, precautionary measures should be
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taken even if there is no scientific certainty that the harms will occur).}? Accordingly, the panelists have
been urged to try to ensure that any actions they think FDA should take to move smokers to e-
cigarettes would not only work effectively to move ongoing smokers to using only e-cigs, instead, but
would also be structured, to the extent possible, to reduce any related risks of promoting health-
harming behavior changes (such as those listed above), at least so long as that can be done without
sharply reducing the number of smokers moved to e-cigs.*?

12. Two major options FDA might consider (which panelists will comment on):

A. Minimizing nicotine levels in cigarettes and similarly smoked tobacco products. FDA Commissioner
Scott Gottlieb has announced that FDA is considering this possibility and authored a related article
with FDA Center for Tobacco-Products Director Mitch Zeller.’* Possible elements of such a nicotine-
minimizing rule:

(1) Applies to cigarettes, RYO tobacco, and similarly smoked tobacco products (excludes large,
premium cigars) — to prevent cigarette smokers from simply switching to smoking cigarette-
like or otherwise actively inhalable cigars.

(2) No phase-in (which prompts compensation at non-minimal levels). Minimal nicotine level
must be met by effective date.

(3) Minimal level set at lowest level that is readily achievable by existing processes and
technologies (e.g., no higher than 0.4 mg/gm or 0.6 mg/cigarette) -- to ensure no addictive or
addiction-satisfying potential.

(4) Industry given time to re-tool to meet standard and then sell off its inventories of full-
nicotine cigarettes, etc. (with provisions to stop pre-effective date stockpiling).

[Availability of legal e-cigarettes, which provide for inhaling nicotine into the lungs, likely to
reduce demand for illicit non-complying cigarettes appearing, further reducing the feasibility
of any major new illicit market appearing.]*®

B. MRTP Fast-Track to enable manufacturers to obtain MRTP orders from FDA more quickly and easily,
allowing them to market e-cigarettes with reduced-risk claims. Some think that smokers should be
encouraged to switch to using e-cigarettes largely through market competition. But a major
impediment to that is that e-cigarette manufacturers cannot compete against cigarettes and
smoking by telling smokers that e-cigarettes are less harmful without first getting a permissive
MRTP order from FDA, which can be costly, difficult, and time consuming. Possible elements of an
MRTP fast-track:

(1) Eligible Products: Non-combustible tobacco-nicotine products that are significantly less
harmful to exclusive users (and exposed nonusers) than smoking (e.g., e-cigs, smokeless) and
are not clearly more harmful or risky than other tobacco-nicotine products of the exact same
type that are currently on the market. In particular, the product would have to: (a) meet
minimal standards re contamination; (b) not include or create any harmful or potentially
harmful constituents not necessary to the product’s operation (e.g., can contain and deliver
nicotine); and (c) not have any characterizing flavor other than menthol, tobacco, or neutral
(to minimize the risk of attracting new youth or other users, while still enabling the products
to serve readily as direct alternatives to cigarettes). [Under existing law, would also have to
have child-proof packaging of any nicotine liquids.]

(2) Eligible Reduced Risk Claims (with possible FDA template): Must be accurate, non-misleading
statements about reduced harms/risks to self and others from switching from smoking to
using the lesser-harm product — and must also include accurate, not-misleading statements
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meant to prevent less-beneficial behavior change regarding: (a) the harms/risks from dual
use; (b) the harms/risks from just exclusive lower-harm product use; and (c) how complete
cessation of all tobacco-nicotine use is the best way to maximize reduced risks and protect
one’s health.

(3) Restrictions on Delivery of Reduced-Risk Claims: May be made only through direct
communications (e.g., mail, email, social media) only to pre-verified adult smokers. [These
restrictions are meant to enable reduced-risk claims to be marketed directly to their target
audience while minimizing the risk that the reducedO-risk claims could also reach and attract
youth or current adult nonusers).*®

! See, e.g., Family Smoking Prevention and Tobacco Control Act (FSPTCA), Sec. 906(d)(1) [21 USC 387f(d)(1)]
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