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E-Cigarettes: A Life-Saving Technology or a Way for Tobacco Companies
to Re-Normalize Smoking in American Society?*

. INTRODUCTION

Electronic cigarettes, commonly referred to as “e-cigarettes,” are devices that enable the user to inhale
nicotine-containing vapor without the witches'brew of toxic chemicals found in cigarette smoke. They have
proven to be extremely popular among smokers who have been unable or unwilling to quit smoking and
appear to be very effective in enabling users to cut down or quit cigarettes entirely. They are seen by tobacco
control advocates as an unproven and unregulated gimmick developed by tobacco companies to addict
another generation of children, teens and young adults and, by that means, to unravel the progress we have
made in tobacco control over the past half century.

The so-called e-cigarette debate is based on advocates promoting the benefits of e-cigarettes and opponents
arguing either that no such benefits exist, or that, even if they do, that harms are sure to outweigh benefits
given the corrupting influence of the tobacco industry. The major potential harm referenced by almost all
tobacco control advocates is the potential that e-cigarettes will recruit large numbers of teen non-smokers
to nicotine use and eventually, many will transition to tobacco cigarettes.

In this policy forum lassert that the case in favor of e-cigarettes is so substantial that a tobacco harm reduction
(THR) initiative using e-cigarettes is the only feasible policy alternative that would enable us to substantially
reduce tobacco-attributable illness and death in the United States over the next 20 years. This could be
done while further reducing teen initiation of nicotine use. | find much of the case against e-cigarettes to be
biologically implausible, biased, deeply flawed and frequently in conflict with scientific evidence.

POLICY RECOMMENDATIONS

1. Revise the goal from “a tobacco-free society”to “a smoke free society!

2. Add a tobacco harm reduction (THR) component to tobacco control
programming with e-cigarettes as a prominent harm reduction modality.

3. Promulgate FDA regulations that recognize the difference in risk between
different types of tobacco-related products and the potential benefits of THR.

4. Open new lines of communication between the public health community and
the tobacco and e-cigarette industries.

5. Redevelop pertinent federally sponsored surveillance systems to track use
and abuse of the pharmaceutical nicotine products and to better track the
dynamics by which people initiate use of tobacco-related products and
transition between products of higher and lower risk.
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1. BACKGROUND

A. Nicotine Addicts, but Cigarette Smoke Kills

There are about 46 million smokers in the United States, and an estimated 480,000 deaths per year attributed
to cigarette smoking. Despite our best efforts, these numbers have been essentially stable since 2004.! Further
reducing the number of smokers and number of deaths will require adding one or more new elements to
current tobacco control programming.

The recent Surgeon General Report? upped annual estimates of tobacco-attributable deaths in the United
States from 443,000 to 480,000 per year, due to new research showing yet additional diseases attributable to
cigarette smoking. All of the 480,000 estimated tobacco-attributable deaths each year in the United States
are due to a single tobacco product — the machine-made cigarette.? Deaths from all other tobacco products
are so low in number and so hard to distinguish from background statistical noise that they are not tracked
by the American Centers for Disease Control and Prevention (CDQ).

The Surgeon General considers the tobacco industry to be the root cause and vector of tobacco-attributable
addiction, illness and death, by virtue of its predatory marketing and manufacturing technigues to make its
products both more attractive and more addictive.* In addition, the “big tobacco” cigarette manufacturers
have effectively used their financial resources and political clout to escape liability and block legislation that
would have harmed their financial interests. Distrust and hatred of the tobacco industry is so strong within
the public health community that they cannot envision ever endorsing any non-pharmaceutical tobacco-
related product in the context of any public health initiative, no matter what the potential benefits.

If the current flat trend continues, as appears likely, an estimated 9,600,000 Americans will die of a cigarette-
related illness over the next 20 years (480,000 deaths per year x 20 years). Since there is a 15-20 year delay
between initiation of cigarette use and onset of potentially fatal tobacco-attributable cancer, heart, lung
and other disease, and another 10-20 year delay from onset of illness to death — the vast majority of the
9.6 million deaths due to cigarette use in the United States over the next 20 years will be in current adult
smokers who are now over 35 years of age. This means that reduction in teen smoking will not measurably
reduce the number of deaths until 25-40 years from now.

Different types of tobacco products present different levels of risk of potentially fatal illness.

At the risk of considerable oversimplification, the epidemiologic findings describing the differences in risk
posed by different types of tobacco-related products is as follows:

1. When consistently used over a period of years, cigarettes kill one-third to one-
half of consistent users, with the risk dependent on pack-years of use and host
factors.?

2. Pipes and cigars probably pose a risk equivalent to 20 percent to 100 percent
of the risk posed by cigarettes.® This difference in risk, while not insignificant,
pales in comparison to the reduction in risk offered by smoke-free options and
nicotine-only products. The 100 percent risk is intended to reflect the likely
risk posed by small cigars and cigar-like products that are really cigarettes in
disguise. Thus, while most other combustible products are lower in risk than
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Cigarettes, they are not low enough in risk to deserve consideration in a THR
initiative. In addition, the entire family of combustible products present health
risks from environmental tobacco smoke, as well as fire hazards.

3. Hookahs, shishas and water pipes are poorly studied epidemiologically because
there are so few users who do not also smoke cigarettes. Given what we know,
it appears they likely pose a risk as high or higher than cigarettes, due to the
inhalation of charcoal fumes and extreme exposure to carbon monoxide.
Charcoal fumes contain an array of carcinogens and other toxins, similar to
those found in tobacco smoke.”

4. Chewing tobacco, snus and other smoke-free products that have been on the
American and Scandinavian markets since the 1980s pose a risk of potentially
fatal illness that is less than 2 percent of the risk posed by cigarettes.®

5. Dissolvables (sticks, strips and orbs) and e-cigarettes are too new to have been
subject to long-term epidemiologic study. They almost certainly pose even less
risk than the other THR products noted above. A good guess might be a risk
less than 0.1 percent the risk posed by cigarettes. That is a guess, based on
experience to date with the NRT products.

6. The NRTs have been in common use since the 1980s and have been extensively
studied. Thereis nothing inthe literature alleging any increased risk of potentially
fatal tobacco-attributable illness due to use of these products.®

The differences in risk of potentially fatal illness posed by the different classes of tobacco products appear
to be almost entirely based on the way the person using the product is exposed.'® Burning tobacco creates
both gaseous and tarry products of combustion that are inhaled deeply into the lung, with cigarettes
inhaled most deeply. The further the toxins enter the lungs, the more the gaseous substances are likely to
be absorbed and the more likely tarry residues are to stick in place. Tar stuck in place results in intimate long-
term exposure to the chemical toxins and radioactive trace elements that may be present in the tar. Cigars
and pipes are not usually inhaled as deeply, and therefore convey less risk. Smoke-free tobacco products are
not inhaled at all. They mainly expose the oral mucosa, a less delicate surface than the pulmonary alveol,
and one constantly washed with saliva and other fluids. The nicotine-only products likely convey even less
risk, having eliminated all but the tiniest traces of other tobacco-related toxins.

B. Tobacco Harm Reduction (THR)

THRis a communication initiative by which smokers who are unable or unwilling to quit are advised that they
could reduce their risk of a potentially fatal tobacco-attributable illness by 98 percent or more by switching
to any one of a number of lower risk products."

The smoke-free whole tobacco options include chewing tobacco, snuff, snus (a form of moist snuff)
and dissolvables (strips, sticks and orbs). The nicotine-only options consist of e-cigarettes and nicotine
replacement therapy (NRT) products used on a long-term basis in a harm-reduction mode. NRTs are the
pharmaceutical patches, gums, lozenges and inhalers, most of which are available on open store shelves,
without prescription. The lozenges are available in a variety of fruit and candy flavors and generally sold
without age restriction.
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Due to its extreme popularity among smokers and what appears to be extremely low toxicity, e-cigarettes
are likely to prove to be the most prominent of THR modalities.

The final element in the case in favor of THR is the fact that there are significant numbers of Americans
who gain substantial benefit from self-administered nicotine. These include, but are likely not limited to,
persons with schizophrenia, depression and/or bipolar disorder.'? This phenomenon needs to be formally
recognized by the tobacco control community and incorporated into its policies and programming. For
these individuals, THR utilizing a relatively low-risk smoke-free or nicotine-only product is likely to be a better
option than total cessation of nicotine use.

C. The Case Against Tobacco Harm Reduction

Since no nicotine delivery product can be considered totally risk free, both American and international
tobacco control communities have strongly objected to any consideration of a THR component in tobacco-
control programming. Feelings on this topic are so strong that smoke-free options are banned throughout
most of continental Europe and, since 1986, American federal authorities have mandated technically
incorrect and grossly misleading warnings on all smoke-free products on the American market. The chewing
tobacco, snuff and snus products that have been available nationwide in the United States since the early
1980s pose no measurable risk of mouth or throat cancer. The warnings that these products cause tooth
and gum disease and are not “safe alternatives”to smoking are grossly exaggerated.' Only the warning about
potential addiction is accurate as stated. These warnings have left more than 80% of Americans and most
American physicians with the mistaken impression that these products pose the same risk as cigarettes,
simply swapping the risk of lung cancer for the risk of mouth cancer,” which is simply not true.

If one asks the Office of Smoking and Health of the CDC about these warnings, they will tell you that they
are based on international data.'® What they will not tell you (unless you press them very hard) is that the
international data are based on a family of products commonly referred to as “gutkha” or “pan masala with
tobacco;” highly alkaline mixtures of tobacco and other substances in common use in Asia and Africa,'” but
not available on the American market.

D. What Are E-Cigarettes, and Why Are They So Controversial?

E-cigarettes did not enter the American market until 2006. Beginning about 2008, sales of e-cigarettes have
more than doubled each year. A combination of the attractiveness of the product to smokers, and FDA
attempts to remove them from the market'® has created a substantial and energetic community of “vapers”
(e-cigarette users) dedicated to political action to keep these products on the market. Since these products
were not envisioned in the FDA tobacco law, these products are currently unregulated.

The public health community does not consider the nicotine-only pharmaceutical NRT products to be
tobacco products because they contain no tobacco and are clearly intended for a therapeutic purpose.
Since e-cigarettes are developed, made and marketed by non-pharmaceutical companies, presumably for
recreational purposes, the public health community is up in arms against them as a gimmick intended to
addict more teens to tobacco use. The fact that e-cigarettes contain no tobacco is considered irrelevant to
most within the public health community because of what they perceive to be the intended purpose of this
family of products.
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The vaper community consists almost entirely of long-term smokers who have tried and failed to quit many
times using available NRT products, then discovered that they could partially or entirely give up cigarettes by
transitioning to e-cigarettes. Many see e-cigarettes as life-saving products that have transformed their lives,
both physically and psychologically. They fear the FDA will ban them, forcing them onto unreliable black
market sources or back onto the cigarettes they now hate.

Until about a year ago, the e-cigarette market was dominated by small disposable and rechargeable
e-cigarettes made to look like tobacco cigarettes. Over the past few years, most long-term e-cigarette users
and many beginners have transitioned to more expensive and more elaborate devices commonly referred
to as“mod”or“tank”units that no longer resemble tobacco cigarettes. These more elaborate products deliver
a higher and more consistent dose of nicotine and enable users to customize the nicotine dose and flavor
to their personal preferences, and do so at a tiny fraction of the cost per puff of either tobacco cigarettes
or the smaller “cig-a-like” products. This movement, in turn, has led to the current explosion of “vape shops”
nationwide. Wall Street gurus now estimate that these more elaborate products constitute about half of the
e-cigarette market and are continuing to grow at a rapid pace."

E. FDA Decisions and Options

The Family Smoking Prevention and Tobacco Control Act (FDATobacco Law)® was signed into law by President
Obama in June 2009. In April 2014, the FDA released proposed “deeming” regulations for comment.?' These
would give the FDA's Center for Tobacco Products (CTP) authority to regulate e-cigarettes, cigars, hookahs
and a variety of other non-pharmaceutical tobacco-related products not covered by the initial legislation.
As written into the law, and as seen by CTP, tobacco-related products marketed for therapeutic purposes
are pharmaceuticals to be regulated by the Center for Drug Evaluation and Research (CEDR). The law, as
written, grandfathers in all major brands of tobacco cigarettes, while placing nearly impossible impediments
to approval of new alternative products and similar impediments prohibiting manufacturers and vendors
from claiming their products present less risk than cigarettes. The proposed regulations do nothing to soften
these onerous requirements. They do, however, soften the impact by allowing a 24-month grace period
before any of the newer products now on the market face forced removal by FDA.

To date, FDA's response to e-cigarettes has been outright condemnation based on theoretical fears and
questionable data.?? In 2010, FDA attempted to remove e-cigarettes from the market as unlicensed drug-
device combinations. This resulted in a lawsuit which the agency lost.?

Meanwhile, there has been a veritable avalanche of new research attesting to e-cigarette safety, efficacy
and relative un-attractiveness to non-smokers. This new research, in the light of their loss in the above-
mentioned lawsuit presents FDA with a range of options, the most extreme of which are as follows:

1. FDA could require studies so difficult and so expensive that all but the biggest
of the "big tobacco” cigarette companies would be driven from the market. This
would threaten removal of more than 99% of current e-cigarette products from
the market and be sure to generate yet more lawsuits that FDA would likely
loose.

2. FDA could set paperwork, quality of manufacturing standards and marketing
restrictions that could be met by the vast majority of e-cigarette manufacturers
for the purpose of maximize potential benefits and minimize theoretical harms
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of THR with e-cigarettes as a prominent THR modality. While not generating
lawsuits, this would further accelerate e-cigarette sales at the expense of
Cigarettes and pharmaceutical nicotine replacement therapy products, an
outcome that would severely upset tobacco control advocates.

The main difference between FDA's current stance and what | (JLN) would consider to be a reasonable
regulatory structure seems rooted in an unwritten policy within CTP by which each proposed new or low-risk
product is considered so unique that no research not specifically limited to that product will be considered. |
therefore urge FDA to consider the massive body of epidemiological literature demonstrating the long-term
relative safety of smoke-free and NRT products, and allow products in those classes to reference that literature,
more reasonable regulations would follow almost automatically. Confirmatory long-term epidemiological or
case-control studies of specific new products would take 30 years to complete and would only be possible
if large numbers of people were using the product. This would be physically impossible if FDA required the
results of the study prior to approving the product for widespread use.

Another part of the difference between the current FDA stance and what | would consider to be a reasonable
regulatory profile has to do with the wording of the FDA law relative to chemical analyses of tobacco
products. The law, as written, presumes that the differences in risk between tobacco products are based
on their chemical profiles, as opposed to whether they are combustible or smoke-free. This, in turn, seems
to be leading to excessive requirements for very expensive laboratory analyses. These studies will prove
to be uninterpretable, since we have no idea how much of the heart cancer, lung, cancer or other disease
attributable to tobacco use is due to any given chemical in tobacco smoke. One study that attempted
to estimate the reduction in risk that could be expected from eliminating one of the most prominent
carcinogens in tobacco smoke concluded that the reduction in risk of lung cancer would be less than four
percent.” The problem here is that the cost of excessive laboratory work could drive smaller companies from
this market.

If proposed regulations are finalized, FDA regulation of tobacco products will do more harm than good
in terms of future rates of tobacco-attributable addiction, illness and death. Whether or not this comes to
pass will depend on what FDA decides to do and what happens in response to the lawsuits to be brought
against FDA by companies that feel they have both common sense and science on their side. The most likely
outcome, should FDA stick to its current anti-THR, anti-e-cigarette stance will be years of litigation during
which e-cigarettes will remain unregulated.

F.  WhenIs FDA Likely to Act?

Even without such litigation, FDA currently does not project release of these regulations until June 2015, to
be followed by another comment period before they come into effect, and then the 24-month grace period
proposed in the current preliminary proposed deeming regulations. Thus, no matter what happens, it will be
at least two years and possibly as long as ten before we see any final FDA regulations for e-cigarettes.

Anticipating this delay, and to provide a level of public confidence, the e-cigarette industry has promulgated
and implemented an extensive set of quality standards for e-cigarette fluid. In further anticipation of this
delay, public health authorities and others should consider how best to manage THR and e-cigarettes on an
interim basis.
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118 MAJOR ISSUES IN DISPUTE

1. Are e-cigarettes a safe and effective way to reduce or eliminate tobacco
cigarette use by current smokers?

2. Can they be marketed without recruiting large numbers of teens and other
non-smokers who otherwise would have avoided nicotine use?

3. Will their use expand or reduce nicotine addiction in America?

4. What types and levels of evidence should be required to determine their safety,
benefits and harms?

5. To what degree is American tobacco control policy based on bias in favor of
major pharmaceutical firms and against the tobacco industry?

V. RESEARCH AND RESPONSE

A.  Are E-Cigarettes an Effective Way to Quit Smoking?

1. Ineffectiveness of Smoking-Cessation Therapy

The remarkable ineffectiveness of currently favored pharmaceutical-based smoking cessation therapy
creates the need for a THR initiative. The current “standard of care”for smoking cessation involves use of one
of a number of smoking-cessation medications. These consist of the NRTs (nicotine gum, lozenges, patches
and inhalers), varenicline (Chantix) and bupropion (Zyban).? The major problem with these products is that
they fail about 90 percent of the smokers who use them, even under the best study circumstances.?” This
failure rate is the reason that a THR element needs to be added to tobacco-control programming.

The flaws in the smoking cessation protocols based on these “evidence-based” drugs are fairly obvious. Their
promotion is based on studies showing a statistically significant increase in quit rates, with cases quitting
at double to triple the quit rate of controls. The problem is that the increase is from a baseline of about
3 percent to heightened quit rates of about 6 percent to 9 percent, failing more than 90 percent of the
smokers who use them when results are measured at six to twelve months.? They do not satisfy the urge
to smoke in the majority of smokers. The dose is too low, the duration of treatment is too short and there is
no built-in provision for self-reinforcement when the urge to smoke returns. As a result, despite decades of
use, these smoking-cessation medications have had no discernable impact on prevalence of smoking in the
United States.?®

2. Efficacy of E-Cigarettes

The second issue is the efficacy of e-cigarettes in getting smokers to cut down or quit. Here, the various lines
of evidence show e-cigarettes range from slightly better than the pharmaceutical options® to substantially
better?' There have been no reports of e-cigarettes being inferior in efficacy to the pharmaceutical options
in smokers who want to quit, and no reports showing any benefit of the pharmaceutical options to smokers
who are not interested in quitting.
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B. CanThey Be Marketed without Recruiting Teens?

Two recently published studies conducted by public health non-profits — one in the United States and the
other in the United Kingdom — show that teens are very aware of e-cigarettes, but researchers were unable
to find even a single non-smoking teen who had taken them up. One study published online in the Journal
of Environmental and Public Health and co-authored by Dr. Jonathan Winickoff, chairman of the American
Academy of Pediatrics’ Tobacco Consortium, was able to find only six nonsmokers who had ever used
e-cigarettes in a national survey of 3,240 adults, including 1,802 non-smokers 2

!

A second study from Action on Smoking and Health (ASH-UK) also contradicts the anti-smoking groups
contention that electronic cigarettes appeal to nonsmokers, especially youth. ASH-UK were unable to find
a single nonsmoker in Great Britain — either youth or adult — who regularly uses electronic cigarettes.® The
group’s study was based on a survey of 12,171 adults and 2,178 children aged 11-18 in February and March
of 2013.

The ASH-UK study found awareness of electronic cigarettes was 67% among those between the ages of 11
and 18 and 83% among those between the ages of 16 and 18. Nevertheless, it found that among young
people who had never smoked, “0% report continued e-cigarette use and 0% expect to try an e-cigarette
soon! The study also found that, among adults who had never smoked, none reported current electronic
cigarette use>*

In early September 2013, CDC published a study showing that e-cigarette use among middle and high
school students had doubled from 2011 to 2012 In response to these data, CDC Director Dr. Thomas
Frieden proclaimed: “The increased use of e-cigarettes by teens is deeply troubling ... Many teens who start
with e-cigarettes may be condemned to struggling with a lifelong addiction to nicotine and conventional
cigarettes.”A similar sentiment was restated in a 2014 re-analysis of this same CDC surveillance data.*® Despite
the hype surrounding these publications, the survey data equally support the opposite conclusion, that
e-cigarettes are attractive only to teen smokers who wish to use them to transition away from cigarettes, and
that e-cigarettes are likely to result in future declines in teen smoking.*’

This impression is supported by the CDC data showing that this increase in e-cigarette use was associated
with a further reduction in teen smoking.*®As a public health physician, | am troubled by these purposeful
misinterpretations of CDC survey data. A careful review of the underlying CDC data leads to a very different
conclusion. The approximate doubling in use of e-cigarettes by teens is exactly the same increase shown
in overall e-cigarette sales. Other data in the CDC report show the vast majority of such use was in teen
smokers, not teen non-smokers. No CDC data was presented on daily use of either cigarettes or e-cigarettes.
The fact that the increase in use by teens was no greater than the increase in use by adults suggests that,
if any teens are becoming addicted to nicotine through e-cigarettes, that number is exceedingly small. No
data was presented suggesting that teens starting with e-cigarettes had transitioned to tobacco cigarettes.
Thus, the CDC data are fully consistent with the results of the American® and ASH-UK surveys, referenced
above.®

The surveys noted above show that the currently unregulated e-cigarettes attract almost no non-smokers.
This, in turn, suggests that it should be possible to endorse these products to smokers without fear that large
numbers of teen and other non-smokers will be attracted by such endorsement.
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C.  Will Their Use Expand or Reduce Nicotine Addiction?

E-cigarettes and other lower-risk products are less addictive than cigarettes. In a well-referenced essay
published online in December 2013, Karl Fagerstrom makes a very strong case for a “continuum of
dependence” in which cigarettes foster the strongest dependence and NRTs the least, with smokeless
products and e-cigarettes in-between. Among the elements affecting the strength of dependence are the
other chemical substances in cigarette smoke, habituation to the cigarette-handling ritual, and social and
psychological factors. In other words, when a smoker switches to a lower-risk product, not only does he or
she dramatically reduce future risk of potentially fatal tobacco-attributable illness, he or she also is switching
to a product that will be easier to quit than cigarettes. This also means that if and when a teen or other
non-smoker experiments with an e-cigarette, he or she is unlikely to continue use or become addicted to
it. As another variant of this theme, Lechner et al, in a study of the trajectory of dual use of cigarettes and
e-cigarettes, showed decreasing use of cigarettes and decreasing strength of e-cigarettes over time *

D. Proof and Level of Risk

Perhaps the best way to put all this into perspective is with an analogy: tobacco use can be compared to
skydiving.

As previously noted, a lifetime smoker has a 33% to 50% chance of dying from a tobacco-related illness. The
risk from the chewing tobacco, snus and other snuff products available on the American market is less than
2% the risk posed by cigarettes, The risks posed by the dissolvable products, e-cigarettes and the NRTs when
used in a harm reduction mode promise to be even lower.

Let's consider skydiving. If, for any reason, you decide that you would like to try jumping out of an airplane
for fun, the first decision is whether or not to wear a parachute. Sounds like a silly question. Sure, it seems
obvious that jumping out of the plane without a parachute carries a 99% or more risk of killing yourself.
Using a parachute, while not eliminating all the risk, should eliminate about 99% of the risk. The problem
here is that there has never been a controlled clinical trial comparing death rates from people jumping out
of planes with and without parachutes. Thus, the safety of a parachute would seem to be unproven.

When it comes to e-cigarettes, many in the tobacco-control world will tell you that, since there has never
been a clinical trial comparing death rates from cigarettes to death rates from e-cigarettes, their risk profile is
unproven. This preferred policy approach is akin to outlawing parachutes for people who are already being
forced to jump out of planes. Sure, a 98 percent reduction in risk does not mean risk-free, but it seems good
enough to open the sport of sky diving to those willing to take such a risk.

Given the overwhelming, although indirect evidence that e-cigarettes should be able to reduce the risk of
potentially fatal tobacco-attributable illness by 98 percent or better,”® it is more reasonable for the public
health community to actively promote tobacco harm reduction with e-cigarettes as a prominent THR
modality.
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V. IMPACT OF POLICY RECOMMENDATIONS

A. Revise the Goal from “A Tobacco-Free Society” to “A Smoke Free Society”

The goal of a “tobacco free society” is seen by tobacco control advocates as ruling out any consideration
of any use of a non-pharmaceutical nicotine delivery product as a public health initiative. Simply changing
this goal to “a smoke-free society virtually free of tobacco-related addiction, illness and death” would open
the door to THR and public health benefits not otherwise obtainable with current tobacco control policies.

B. Promulgate Sensible FDA Regulations

Optimal FDA regulation would involve strict control of quality of manufacture and marketing without
threatening the removal of e-cigarettes and related nicotine vapor devices from the market, even on a
temporary basis, and without stifling continuing product improvement. This regulatory approach, in turn,
will pave the way for adding a THR component to current tobacco control programming. The alternative is
most likely to be many years of fruitless litigation during which e-cigarettes and other new and relatively low
risk products are neither regulated nor removed from the market.

C. Add aTobacco Harm Reduction Component to Tobacco Control Programming

My (JLN) analysis of these issues has brought me to the conclusion that the case in favor of e-cigarettes is
so substantial that a THR initiative, using e-cigarettes as a prominent THR modality, is the only feasible policy
option that will enable us to substantially reduce tobacco-attributable illness and death in the United States
over the next twenty years.

D. Open New Lines of Communication

Currently, communication between the public health community and the tobacco industry only occurs in
the context of a highly formalized FDA regulatory process.

Opening informal channels of communication between the tobacco control community and the tobacco
and e-cigarette industries is probably the only means by which we can sidestep the lawsuits that will almost
certainly occur if the industry sees what it considers to be FDA restrictions on manufacturing and marketing
far in excess of what can be justified for protection of the public health. Such informal dialogue could
accelerate implementation of a more reasonable FDA regulatory approach.

Another major benefit of such informal communication could be public health/ industry collaboration on
the elimination of illicit and contraband products from the marketplace. This is not a trivial issue, since the
latest study shows that about 56% of cigarettes now sold in New York City are contraband products imported
to avoid the high city and state tax rates.**

E. Redevelop Pertinent Federally Sponsored Surveillance Systems

There are currently multiple, seemingly uncoordinated, tobacco-related surveillance systems run by CDC,
the Substance Abuse and Mental Health Services Administration (SAMHSA) and the Bureau of Alcohol and
Tobacco. None of these systems track the full range of non-pharmaceutical nicotine delivery products and
none track the NRTs (patches, gum, lozenges and inhalers). None have the capacity to assess the impact
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of educational or regulatory initiatives to influence rates of purchase and use. None have the capacity to
differentiate experimentation from continuing use of a product. More information is also needed with regard
to behavioral determinants of nicotine use and the health impacts of specific products on high risk and high
use communities such as high school dropouts, LGBTs (lesbian, gay, bisexual, and transsexual), minority and
indigent populations.

A better set of surveillance systems would fill in data gaps that cannot be addressed in an ongoing way by
any other means. It would also give FDA, CDC, and others in the tobacco control community an improved
capacity for mid-course correction when disturbing trends are detected.

VI. CONCLUSION

E-cigarettes should be promoted to smokers who are unable or unwilling to quit so they can secure the
nicotine they crave at less than two percent of the risk posed by tobacco cigarettes. The risk of renormalizing
smoking is minimal. Since it will take at least two years and possibly as long as ten years for FDA to implement
manufacturing and marketing standards for e-cigarettes, public health authorities need to consider how
best to manage both e-cigarettes and related issues on an interim basis. This interim period would be an
excellent time to explore steps that could be taken to remove illicit and contraband products from the
American market and to promote informal dialogue between the public health community and the tobacco
and e-cigarette industries for the purpose of optimizing both FDA regulations and overall tobacco control

policy.
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