From sixteen experts in tobacco and nicotine science and policy.

Mr. Xavier Becerra

United States Secretary of Health and Human Services
200 Independence Avenue, SW

Washington, DC. 20201

By email:

12 April 2024

Dear Secretary Becerra

Enhancing the public health impact of upcoming tobacco product standards

We write as experts in the field of tobacco and nicotine policy and science to propose a range of supportive
“flanking measures” that would improve the public health impact of upcoming tobacco product standards
and reduce possible negative consequences.

In the coming months, the Food and Drug Administration should conclude final tobacco product standards
banning menthol cigarettes and flavored cigars and issue a proposed standard for nicotine in cigarettes.
These standards will likely create significant changes in the markets for tobacco and nicotine products. The
new standards will be effective for the protection of public health to the extent that they cause people who
smoke to quit smoking, whether by quitting altogether to become abstinent or by switching to exclusive use
of smoke-free products with much lower risks, nicotine medications, e-cigarettes, oral nicotine pouches, or
heated or smokeless tobacco.

We believe that federal agencies have the power and influence to shape the public response to these
standards to enhance their public health impact. We would like to propose six flanking measures for
consideration. The attached briefing elaborates on these in greater depth.

1. Embed standards in a coherent regulatory strategy to shift the trajectory of disease and inequities while
protecting youth and ensuring a well-regulated, lawful market.

Deliver the availability of a far broader range of authorized, lower-risk nicotine products.

Make a sustained effort to align risk perceptions with sound science.

Improve the public understanding of the role of nicotine.

Raise health and medical practitioner awareness and engagement.
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Impose credible enforcement and community safety regimes for product standards.

These measures would likely have multiple benefits: improving the public health impact of the tobacco
product standards, reducing illicit trade and the burden of criminality, limiting enforcement costs and any
negative community impacts, and helping to win the consent of those most directly affected. Also, the
signers of this letter wish to make it explicit and clear that opponents of product standards should not use
this letter now or in court as a basis for opposing the two pending final product standards and the one
pending proposed standard. We support effective federal and state-level interventions to prevent illegal or
irresponsible supply, retailing, marketing, and branding that target children and adolescents.



We hope you will give these proposals due consideration.

We are copying this letter to Stephen Cha, Counselor to the Secretary; Robert Califf, FDA Commissioner;

Brian King, Director of the Center for Tobacco Products; and Kimberlee Trzeciak, Deputy Commissioner for

Policy, Legislation, and International Affairs.

We would welcome the opportunity to discuss this with you or to further elaborate on these proposals.

Yours sincerely

Jasjit S Ahluwalia, MD, MPH, MS

Professor, Behavioral and Social Sciences and
Professor, Medicine

Center for Alcohol and Addiction Studies

Brown University School of Public Health and
Alpert School of Medicine

Deputy Director CADRE, a NIH funded Center of
Excellence (COBRE)

Scott D. Ballin, JD

Former Vice President and Legislative Counsel to
the American Heart Association

Former Chairman of the Coalition on Smoking OR
Health (ACS, AHA, ALA)

Clive D. Bates, MA, MSc

Director, Counterfactual Consulting

Former Director, Action on Smoking and Health
London,

United Kingdom

Neal L. Benowitz, MD
Professor of Medicine Emeritus
University of California San Francisco

K. Michael Cummings, MPH, PhD

Professor, Department of Psychiatry & Behavioral
Sciences

Co-Director, Hollings Cancer Center’s Tobacco
Research Program

Medical University of South Carolina

Jonathan Foulds, PhD

Professor of Public Health Sciences & Psychiatry
Interim Chief, Division of Health Services and
Behavioral Research

Co-Director, Penn State Center for Research on
Tobacco and Health

Penn State University, College of Medicine
Cancer Institute, Cancer Control Program

Thomas J. Glynn, PhD
Adjunct Lecturer
Prevention Research Center
School of Medicine
Stanford University

Scott Leischow, PhD
Research Professor,
College of Health Solutions
Arizona State University

Lynn T. Kozlowski, PhD

Professor Emeritus of Community Health and
Health Behavior

Dean Emeritus of Public Health and Health
Professions

University at Buffalo

Robin Mermelstein, PhD

Distinguished Professor, Liberal Arts and Sciences
Psychology Department

Director, Institute for Health Research and Policy
Co-Director, Center for Clinical and Translational

Science

University of lllinois at Chicago



Ethan Nadelmann, JD, PhD
Founder and former executive director
Drug Policy Alliance

Michael F. Pesko, PhD
J. Rhoads Foster Professor
Department of Economics
University of Missouri

Nancy A. Rigotti, MD

Professor of Medicine, Harvard Medical School
Director, Tobacco Research and Treatment
Center,

Massachusetts General Hospital

Brad Rodu DDS

Professor, Department of Medicine
University of Louisville

Louisville, Kentucky

David Sweanor, JD
Advisory Committee Chair

University of Ottawa Centre for Health Law, Policy

and Ethics

Adjunct Professor, Faculty of Law
University of Ottawa,

Canada

Kenneth E. Warner, PhD

Avedis Donabedian Distinguished University
Professor Emeritus

Dean Emeritus

University of Michigan School of Public Health



Briefing: Flanking Measures to Enhance the Public Health Impact of
Upcoming Tobacco Product Standards

Introduction

Section 907 of the Federal Food, Drug & Cosmetic Act grants the Food and Drug Administration the authority
to establish tobacco product standards.! A tobacco product standard is a rule that sets requirements for how
a tobacco product can be made, either intending to modify its risks or deter its use. Rulemaking is based on
FDA’s determination that the tobacco product standard is appropriate for the protection of public health.

According to the Fall 2023 Unified Regulatory Agenda, the Administration is due to publish three tobacco
product standards over the coming months: (1) a final rule banning menthol-flavored cigarettes, which was
due in March 2024;2 (2) a final rule prohibiting characterizing flavors in cigars, also due in March;3 and (3) a
proposed rule reducing nicotine in cigarettes to sub-addictive levels, which is due in April 4

Once implemented, these standards will stimulate significant changes in the tobacco and nicotine
marketplace. These rules aim to reduce death and disease resulting from decreased tobacco use among adult
consumers, reduce death and disease from secondhand smoke, and reduce eventual death and disease
among youth who are deterred from experimentation and progression to regular use.

The case for actively influencing the market response to tobacco product standards

Once such rules are in place, the overall public health impact depends on how consumers and producers
respond to the subsequent changes in the consumer nicotine market and how these are enforced. The
intended benefits will only be achieved if current consumers shift in significant numbers to complete
abstinence or, for those who cannot or do not wish to become nicotine abstinent, to the exclusive use of
nicotine products that carry a fraction of the risk of smoking. The aim in the first instance should be to
encourage smokers to become smoking abstinent in whatever way works for the user and as quickly as
possible in response to the introduction of tobacco product standards. However, a wide range of behavioral
responses, including those not intended by the FDA, is possible.

There would be little benefit and, in some cases, potential additional harm if:

e Menthol smokers switch to non-menthol cigarettes or cigars.

e Menthol smokers switch to illegally supplied menthol cigarettes.

e Cigarette or cigar smokers embrace workarounds such as mentholation cards or flavor capsules.
e Flavored cigar users switch to unflavored cigar use or cigarette smoking.

e Cigarette smokers switch to illegally supplied high-nicotine cigarettes.

e Cigarette smokers continue to smoke low-nicotine cigarettes, with or without renicotinisation.

1 The Family Smoking Prevention and Tobacco Control Act (“Tobacco Control Act”) was enacted on June 22, 2009, amending the Federal
Food, Drug and Cosmetic Act providing FDA with the authority to regulate tobacco products. Section 907 Federal Food, Drug and
Cosmetic Act provides FDA’s authority to implement Tobacco Product Standards. https://bit.ly/3)7t3zS (21 USC § 387g)

2 Unified Agenda, Fall 2023, Tobacco Product Standard for Menthol in Cigarettes (Final Rule), RIN: 0910-Al60
3 Unified Agenda, Fall 2023, Tobacco Product Standard for Characterizing Flavors in Cigars (Final Rule), RIN: 0910-A128
4 Unified Agenda, Fall 2023, Tobacco Product Standard for Nicotine Level of Certain Tobacco Products (Proposed Rule), RIN: 0910-Al76
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The case for limiting the illicit trade response to tobacco product standards

To deliver the anticipated benefits and reduce wider social detriments associated with the possible
criminalization of supply, it will also be essential to limit the opportunities for illicit trade in smoking
products. This would be best achieved by reducing consumer demand for illicit products rather than relying
primarily on choking off supply. The latter approach is likely to prove more expensive and problematic than
reducing the demand through the transition to abstinence or the use of much less risky nicotine products.
Robust enforcement action against illegal supply will be necessary, of course. However, minimizing the scale
of the enforcement effort needed by reducing the demand for illegal products would be prudent.

Six proposed flanking measures to support tobacco product standards

To minimize adverse behavioral responses and the opportunities for illicit supply, we recommend adopting a
range of “flanking measures” to support these rules. Such measures would influence consumers’ reactions to
the new restrictions to support a reduction in smoking at the population level.

A package of flanking measures should include the following six components:

1. Embed tobacco product standards in a coherent regulatory strategy to shift the trajectory of
tobacco-related disease and inequities

The critical federal institutions (FDA, CDC, Surgeon General, NIH) should agree that the public health
effectiveness of such rules will be enhanced and unintended consequences limited if more smokers can
be encouraged to quit completely or to switch to significantly less risky alternatives in response to
incoming restrictions on smoking products. International evidence suggests a range of responses to
menthol cigarette bans, including cessation, switching to non-combustibles, switching to other
combustibles, switching to illicit menthol products, and possible workarounds.> A coherent regulatory
strategy would embed tobacco product standards in a framework of policies, programs, and
communications for reducing the serious harms and inequities arising from tobacco use as broadly and
rapidly as possible. In response to the 2018 ANPRM for the nicotine tobacco product standard, sixteen
experts with diverse views on the rule itself argued for additional measures to improve the impact of a
nicotine rule, should one be introduced.® We believe that more progress could have been made over the
intervening five years. With three rules now in the pipeline, renewed impetus is required.

Following the Reagan Udall Foundation evaluation of the FDA’s tobacco program, twenty-three experts
proposed a four-part framework that would realize opportunities arising from more robust regulation of
cigarettes,” building on FDA’s 2017 Comprehensive Plan.? This proposal suggested four major elements:

5 Mills, S. D., Peddireddy, S., Kurtzman, R., Hill, F., Catalan, V., Bissram, J. S., & Ribisl, K. M. (2024). The Impact of Menthol Cigarette Bans: A
Systematic Review and Meta-Analysis. Nicotine & Tobacco Research, ntae011. https://doi.org/10.1093/ntr/ntae011

6 Tom Miller, Attorney General of lowa and 15 others. Tobacco Product Standard for Nicotine Level of Combusted Cigarettes, Comment on
Advanced Notice of Proposed Rulemaking: July 18, 2018. https://bit.ly/3SONhke [Regulations.gov]

7 Abrams D, and 22 others, Briefing and letter to FDA Commissioner, Robert Califf, Reagan-Udall Foundation evaluation of FDA’s tobacco
program - a response, 25 April 2023 [link]

8 Food and Drug Administration. FDA announces comprehensive regulatory plan to shift trajectory of tobacco-related disease, death, News
Release, July 27, 2017, https://bit.ly/3IWQJER
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1. Todegrade the attractiveness and addictiveness of cigarettes and other combustible tobacco
products.

2. To promote transition pathways to smoke-free status.

To control risks arising from the ongoing use of smoke-free nicotine products

4. To protect young people from tobacco-related health and welfare risks.

w

We recognize youth uptake of lower-risk nicotine products is a significant concern and, therefore, a
potential barrier to maximizing the opportunity for switching from smoking to low-risk, smoke-free
products in response to tobacco product standards. To face this challenge head-on, FDA-CTP should
intensify stakeholder engagement to build consensus for regulatory and communications strategies to
enhance youth protection while also enabling adult access to lower-risk nicotine products that could help
smokers transition away from deadly and addictive combustible tobacco products.

Deliver the availability of a far broader range of authorized, lower-risk nicotine products

There are at least 28 million adult smokers in the United States, and almost all would be affected by at
least one of the three rules. At present, very few vaping products are authorized for marketing in the
United States, and few of these are popular and appealing to current smokers: the six authorized and
available systems and refills are all tobacco-flavored, made by tobacco companies, and designed at least
eight years ago.? 1° These authorized products reportedly account for a small share of the mass market,
which is becoming increasingly illicit, unregulated, and chaotic. According to Reuters:1!

On paper, U.S. e-cigarette regulations are far stricter than those in Europe and the U.K., requiring
companies to prove a net benefit to public health. To date, the agency has only granted
authorizations to 23 vaping products, all of them tobacco-flavored. Yet those 23 products combined
represented less than 3% of e-cigarette sales in the United States from July through September,
according to the Circana data. In all, the data show more than 3,000 new vaping products have been
introduced to the United States market over the past year.

No vaping products have been authorized since July 2022, and no nicotine pouches have been authorized
so far.12 Tobacco-flavored e-cigarettes account for only a tiny share of the market,’3 even among people
who also smoke.’* Menthol cigarette smokers may be particularly likely to use menthol/mint e-
cigarettes, and a majority of dual users and “switchers” use fruit/other flavors.1> Menthol cigarette

10

11

12

13

14

15

Food and Drug Administration, E-Cigarettes Authorized by the FDA, accessed February 22, 2024,
https://www.fda.gov/media/175177/download

Jim McDonald, About FDA's New "Authorized E-Cigarette" List..., Vaping 360. September 23, 2023.
Reuters, China e-cigarette titan behind 'EIf Bar' floods the US with illegal vapes, December 6, 2023.

Food and Drug Administration. Premarket Tobacco Product Marketing Granted Orders, Accessed February 21, 2024.
https://bit.ly/420GD17

Ali, F. R. M. (2023). E-cigarette Unit Sales by Product and Flavor Type, and Top-Selling Brands, United States, 2020-2022. MMWR.
Morbidity and Mortality Weekly Report, 72. https://doi.org/10.15585/mmwr.mm7225al [this survey does not cover internet retailers or
specialist vape stores — it likely overstates the popularity of tobacco flavored products]

Rest, E. C., Brikmanis, K. N., & Mermelstein, R. J. (2022). Preferred Flavors and Tobacco Use Patterns in Adult Dual Users of Cigarettes and
ENDS. Addictive Behaviors, 125, 107168. https://doi.org/10.1016/j.addbeh.2021.107168

Rostron, B. L., Chang, J. T., Chang, C. M., Jackson, R. A., & Ambrose, B. K. (2021). ENDS Flavor Preference by Menthol Cigarette Smoking
Status among US Adults, 2018-2019. International Journal of Environmental Research and Public Health, 18(1), Article 1.
https://doi.org/10.3390/ijerph18010240
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smokers report may be more likely to switch to menthol e-cigarettes,® 17 18 yet no menthol e-cigarettes
have been authorized so far.

Make a sustained effort to align public risk perceptions with sound science

Based on current knowledge, we should be confident beyond reasonable doubt that well-made, smoke-
free nicotine products pose only a small fraction of the risk of smoking products. Yet, the publicis largely
unaware of the substantial difference in risks. When asked to compare the risks of cigarettes and e-
cigarettes, only 11.2% thought e-cigarettes were less harmful than cigarettes, and only 2.6% correctly
responded that e-cigarettes are “much less harmful.” 2° Similar misperceptions are evident among
healthcare professionals: a 2022 study found that “more than half of the physicians believed that all
tobacco products are equally harmful, and this belief was associated with lower rates of recommending e-
cigarettes.” 20 Yet there is a substantial body of evidence that e-cigarettes pose a small fraction of the risk
of cigarettes?! and are more successful for smoking cessation than NRT.22 False risk perceptions are a
significant barrier to smokers making rational changes in behavior in their own immediate and longer-
term interests, including in response to incoming restrictions. FDA and CDC should embark on an urgent
campaign to better align public and professional understanding of risk with reality. The FDA
Commissioner, Robert Califf, M.D., has stressed the malign effects of health misinformation and the
agency’s determination to address this problem.2? Several persistent misconceptions could be
addressed.?* The English National Health Service provides an excellent public-facing example, addressing
myths and misinformation2> and providing clear, actionable statements of the form:26
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Denlinger-Apte, R. L., Strahley, A. E., Lockhart, D. E., Wiseman, K. D., Cassidy, R. N., Davis, D. R., O’Connor, R. J., & Tidey, J. W. (2023).
Reactions to using other nicotine and tobacco products instead of menthol cigarettes: A qualitative study of people who smoke menthol
cigarettes in the United States. Preventive Medicine Reports, 34, 102228. https://doi.org/10.1016/).PMEDR.2023.102228

Bello, M. S., Schulte, A. R., Ring, C. R., Cho, J., Barrington-Trimis, J. L., Pang, R. D., Jao, N. C., Colby, S. M., Cassidy, R. N., &
Leventhal, A. M. (2024). Effects of mint, menthol, and tobacco-flavored e-cigarettes on tobacco withdrawal symptoms in adults
who smoke menthol cigarettes: A laboratory pilot study. Drug and Alcohol Dependence, 256,111110.
https://doi.org/10.1016/j.drugalcdep.2024.111110

Goldenson, N. I., Augustson, E. M., & Shiffman, S. (2022). Differences in switching away from cigarettes and JUUL use
characteristics among adult menthol and nonmenthol smokers who purchased the JUUL System. Drug and Alcohol Dependence,
231, 109238. https://doi.org/10.1016/j.drugalcdep.2021.109238

National Cancer Institute, Health Information National Trends Survey, HINTS 5 Cycle 4, 2020 “Compared to smoking cigarettes, would you
say that electronic cigarettes are...?”. https://bit.ly/3ZsrNel

Delnevo, C. D., Jeong, M., Teotia, A., Bover Manderski, M. M., Singh, B., Hrywna, M., Wackowski, O. A., & Steinberg, M. B. (2022).
Communication Between US Physicians and Patients Regarding Electronic Cigarette Use. JAMA Network Open, 5(4), e226692.
https://doi.org/10.1001/jamanetworkopen.2022.6692

McNeill, A., Brose, L., Robson, D., Calder, R., Simonavicius, E., East, K., Taylor, E., & Zuikova, E. (2022). Nicotine vaping in England: An
evidence update including health risks and perceptions. A report commissioned by the Office for Health Improvement and Disparities.
London: (p. 1468). Office for Health Improvement and Disparities. https://bit.ly/3mokUgo

Lindson, N., Butler, A. R., McRobbie, H., Bullen, C., Hajek, P., Begh, R., Theodoulou, A., Notley, C., Rigotti, N. A., Turner, T., Livingstone-
Banks, J., Morris, T., & Hartmann-Boyce, J. (2024). Electronic cigarettes for smoking cessation. Cochrane Database of Systematic Reviews,
1. https://doi.org/10.1002/14651858.CD010216.pub8

Robert M. Califf, M.D. (FDA Commissioner) Remarks by Commissioner Califf at the Reagan Udall Foundation's Public Meeting on Strategies
for Improving Public Understanding of FDA-Regulated Products, October 5, 2023. https://bit.ly/4A9WpW6W

Pesko, M. F., Cummings, K. M., Douglas, C. E., Foulds, J., Miller, T., Rigotti, N. A., & Warner, K. E. (2023). United States public health officials
need to correct e-cigarette health misinformation. Addiction, 118(5), 785-788. https://doi.org/10.1111/add.16097

Better Health, National Health Service (England) Vaping myths and the facts, accessed February 21, 2024.

Better Health, National Health Service (England) Vaping to quit smoking, accessed February 21, 2024.
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Nicotine vaping is substantially less harmful than smoking. It’s also one of the most effective tools for
quitting smoking. Vaping is not completely harmless, and we only recommend it for adult smokers to
support quitting smoking and staying quit.

There is no reason why communicators in the Federal government could not make similar statements or
produce or promote an evidence-based “myth buster” before implementing the new rules. Current
resources do not have much prominence and do not frame the risks in a way that would offer helpful
orientation to people who smoke or the professionals who advise them.?”

Improve the public understanding of the role of nicotine

A majority of the American public incorrectly believes that nicotine is the primary cause of the ill-health
associated with smoking.?¢ Medical professionals share these misconceptions.?? This means that many do
not understand that they may be able to reduce their risks and improve their health if they change the
way they use nicotine. They also misunderstand the adverse health consequences of sustained use of
compliant Very Low Nicotine Cigarettes, believing, incorrectly, that the reduction of nicotine by a product
standard causes the products to be less dangerous rather than less addictive.30 31

Raise health and medical practitioner awareness and engagement

Many smokers will look to health sector practitioners for guidance on the behavior-change opportunities
created by these rules and the options available to smokers to respond. There is a broad consensus on
options the FDA could take to improve the option of transition to abstinence — complete cessation.32
There is also now a preponderance of evidence supporting the inclusion of e-cigarettes in smoking
cessation advice and practice, 33 34 and there is credible guidance on how to achieve this.35 36 The Federal
government should engage the relevant health and medical associations to improve awareness of the
rules and readiness to give well-informed advice grounded in sound science. The HHS smoking cessation

27

28

29
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31
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34

35

36

Food and Drug Administration, Facts about e-cigarettes, accessed February 29, 2024. https://bit.ly/42WLtKB

NIDA Health Information National Trends Survey, HINTS 5 Cycle 3, 2019 “How much do you agree or disagree that the nicotine in
cigarettes is the substance that causes most of the cancer caused by smoking?” https://bit.ly/49k1FYT

Steinberg, M. B., Bover Manderski, M. T., Wackowski, O. A., Singh, B., Strasser, A. A., & Delnevo, C. D. (2021). Nicotine Risk Misperception
Among US Physicians. Journal of General Internal Medicine, 36(12), 3888-3890. https://doi.org/10.1007/s11606-020-06172-8

Denlinger-Apte, R. L., Joel, D. L., Strasser, A. A., & Donny, E. C. (2017). Low Nicotine Content Descriptors Reduce Perceived Health Risks and
Positive Cigarette Ratings in Participants Using Very Low Nicotine Content Cigarettes. Nicotine & Tobacco Research, 19(10), 1149-1154.
https://doi.org/10.1093/ntr/ntw320

Byron, M. J., Hall, M. G., King, J. L., Ribisl, K. M., & Brewer, N. T. (2019). Reducing Nicotine Without Misleading the Public: Descriptions of
Cigarette Nicotine Level and Accuracy of Perceptions About Nicotine Content, Addictiveness, and Risk. Nicotine & Tobacco Research,
21(Suppl 1), S101-S107. https://doi.org/10.1093/ntr/ntz161

Benowitz, N. L., Warner, K. E., Myers, M. L., Hatsukami, D., Berman, M. L., Vallone, D., & Cohen, J. E. (2023). How the FDA Can Improve
Public Health—Helping People Stop Smoking. New England Journal of Medicine, 388(17), 1540-1542.
https://doi.org/10.1056/NEJMp2301700

Lindson, N., Butler, A. R., McRobbie, H., Bullen, C., Hajek, P., Begh, R., Theodoulou, A., Notley, C., Rigotti, N. A., Turner, T., Livingstone-
Banks, J., Morris, T., & Hartmann-Boyce, J. (2024). Electronic cigarettes for smoking cessation. Cochrane Database of Systematic Reviews,
1. https://doi.org/10.1002/14651858.CD010216.pub8

Rigotti, N. A. (2024). Electronic Cigarettes for Smoking Cessation—Have We Reached a Tipping Point? New England Journal of Medicine,
390(7), 664-665. https://doi.org/10.1056/NEJMe2314977

Warner, K. E., Benowitz, N. L., McNeill, A., & Rigotti, N. A. (2023). Nicotine e-cigarettes as a tool for smoking cessation. Nature Medicine
2023 29:3, 29(3), 520-524. https://doi.org/10.1038/s41591-022-02201-7

McKewan, A., McRobbie, H., Ross, L., & Soar, K. (2023). Vaping: A guide for health and social care professionals. National Centre for
Smoking Cessation and Training (England). https://www.ncsct.co.uk/publications/Vaping briefing

Page 5 of 7


https://bit.ly/42WLtKB
https://bit.ly/49k1FYT
https://doi.org/10.1007/s11606-020-06172-8
https://doi.org/10.1093/ntr/ntw320
https://doi.org/10.1093/ntr/ntz161
https://doi.org/10.1056/NEJMp2301700
https://doi.org/10.1002/14651858.CD010216.pub8
https://doi.org/10.1056/NEJMe2314977
https://doi.org/10.1038/s41591-022-02201-7
https://www.ncsct.co.uk/publications/Vaping_briefing

framework announced in March 202437 fell short of expectations, given the ambition of the President’s
Cancer Moonshot.38 The new framework could have addressed untapped opportunities for innovation in
novel products and therapeutic interventions, a more effective regulatory regime, improved practitioner
capabilities, and effective response to misinformation that undermines smoking cessation.

Impose a credible enforcement regime

Though enforcement should be integral to the design of any product standard, we wish to emphasize its
importance here. We argue above that the enforcement challenge should be minimized to the extent
possible through accessible behavior-change pathways to smoking cessation and legally available low-risk
alternatives. The enforcement regime should have two objectives: (1) to help promote beneficial
behavior change and (2) to minimize social harms associated with enforcement practice.

The FDA is mindful of the enforcement challenge. In a 2022 news release announcing the proposed
menthol cigarette and flavored cigar bans, FDA stated:3°

State and local law enforcement agencies do not independently enforce the Federal Food, Drug, and
Cosmetic Act and do not, and cannot, take enforcement actions against any violation of FDA’s
tobacco authorities, including its reqgulations, on the FDA’s behalf. However, the agency

recognizes concerns related to how state and local law enforcement may enforce their own laws in a
manner that may impact equity and community safety, particularly for underserved and
underrepresented communities. The FDA is seeking comment on, among other things, how it can best
make clear the respective roles of the agency and state and local law enforcement, as well as policy
considerations related to the potential racial and social justice implications of the proposed product
standards.

Enforcement is a critical component of the rulemaking. When final rules are announced, FDA should
provide a detailed account of the enforcement regime and how this will work to limit illicit trade and to
avoid excessive impacts on equity and community safety, particularly for marginalized communities.

Other considerations

Timing

These measures would provide an important supportive context for the introduction of the three
tobacco product standards currently in the pipeline. It is uncertain when these rules will be published,
given they have already been subject to several delays. Once finalized, there may be further delays in
implementation arising from transitional arrangements or litigation. It is possible, therefore, that there
will be considerable time for the implementation of flanking measures and to change the context into
which the rules are ultimately introduced. There will likely be some time to create the conditions for an
improved response to tobacco product standards. Further, the flanking measures would encourage

37

38

39

US Department of Health and Human Services, HHS Announces New Smoking Cessation Framework to Support Quitting, March 8, 2024.
https://bit.ly/4aJOWAF See also: HHS Framework to Support and Accelerate Smoking Cessation 2024 [PDF]

The White House, The President and First Lady’s Cancer Moonshot, Accessed 5 April 2024. https://bit.ly/3VNtKnt

Food and Drug Administration, FDA Proposes Rules Prohibiting Menthol Cigarettes and Flavored Cigars to Prevent Youth Initiation,
Significantly Reduce Tobacco-Related Disease and Death, FDA News Release, April 28, 2022 https://bit.ly/3PBvCvy
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increased smoking cessation regardless of the timing or implementation of the FDA rules. The proposals
above are, therefore, “no regrets” measures benefitting 28 million American adult smokers,
notwithstanding political, procedural, or litigation obstacles to FDA rulemaking.

Addressing the arguments of opponents to the proposed tobacco product standards

Those opposed to these measures will likely focus on the prospect of harmful unintended consequences,
the potential for illicit trade in non-compliant tobacco products, and the consumer rights of adult
smokers. We believe the proposed flanking measures would improve the public health impact, reduce
the scale of illicit trade, decrease the enforcement costs and consequences, and significantly improve the
balance of intended and unintended consequences. If a larger proportion of adults who smoke willingly
choose to switch to a low-risk alternative or to quit completely, then the libertarian smokers’ rights
arguments are diminished. These proposals would, therefore, reduce the force of arguments made by
opponents of the proposed standards, whether in court or in the court of public opinion.
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