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Commissioner

Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, Maryland 20993-0002

Dear Dr. Califf:

Since assuming your role as Commissioner in February, you have consistently voiced the danger
that misinformation poses to the health and well-being of American consumers. You have
persuasively argued that misinformation causes consumers to make decisions that are bad for
their health and stressed the need for all stakeholders to address this problem.*

Your point is equally valid with regard to tobacco and nicotine. We agree that consumers need
truthful and accurate information to make informed decisions, and we believe this includes the
30 million adult smokers in the U.S., many of whom are seeking reduced-risk alternatives to
combustible cigarettes.? Unfortunately, misperceptions about nicotine and the relative risks of
tobacco products are a major obstacle to adult smokers' switching to reduced-harm products.

e A 2016 study by CTP scientists analyzing data from the Health Information National
Trends Survey found “[a]bout three quarters of people either were unsure of the
relationship between nicotine and cancer or incorrectly believed that nicotine causes
cancer.”® The authors also noted that incorrectly believing that nicotine causes cancer
could discourage smokers from switching to safer nicotine-containing alternatives.

1 A Conversation with Dr. Robert Califf, Commissioner of the FDA

With Sarah J. Dash, President and CEO of the Alliance for Health Policy (July 28, 2022) accessible at A Conversation with Dr.
Robert Califf, Commissioner of the U.S. Food and Drug Administration — Alliance for Health Policy (allhealthpolicy.org).

2 Based on ALCS analysis of PATH Wave 1 data (Sept. 12, 2013 - Dec. 14, 2014), approximately 23 million adult smokers (18+)
are interested in and likely to use tobacco products that may reduce their health risks.

3 O'Brien, E. K., Nguyen, A. B., Persoskie, A., & Hoffman, A. C. (2017). U.S. adults' addiction and harm beliefs about nicotine
and low nicotine cigarettes. Preventive Medicine, 94, 94-100. doi:10.1016/j.ypmed.2016.12.048.
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e A 2018 FDA meeting summarized the literature on consumer beliefs about reduced
nicotine as: “Makes cigarettes safer for smokers,” “Less likely to cause cancer,” “Lessen
the risk for lung cancer, other cancer, heart disease, stroke, emphysema, chronic
bronchitis, and addiction.”*

e A 2020 study found that more than 80% of surveyed physicians “strongly agreed” that
nicotine directly contributes to the development of cardiovascular disease, COPD and
cancer.®

e A 2022 study confirmed that smokers with misperceptions about the risks of NRTs and
vapor products relative to cigarettes are less likely to use those products to try and quit
smoking. The authors concluded that corrective education targeting misperceptions may
facilitate their use for smoking cessation.®

e A 2020 presentation to FDA’s Tobacco Product Scientific Advisory Committee noted
that “[b]Jroad reach, well-funded campaigns can be effective” at correcting nicotine
misperceptions, which are held by some smokers and non-smokers who mistakenly
believe that low nicotine cigarettes are less risky than traditional cigarettes.’

Tobacco science generates robust debate. But, on this point, we have consensus: While nicotine
is addictive, it's the exposure to smoke — not nicotine — that causes most tobacco-related disease.
As FDA says on its website, “Nicotine is what keeps people using tobacco products. However,
it’s the thousands of chemicals contained in tobacco and tobacco smoke that make tobacco
use so deadly.”®

The FDA, the public health community and tobacco manufacturers all have a role to play in
addressing misinformation that hinders progress on tobacco harm reduction. At Altria, our focus
is on moving beyond smoking. To do so, we believe we must, first, invest in developing smoke-
free alternatives that satisfy adult smokers’ evolving preferences; second, generate the evidence
necessary to seek FDA authorization to market and communicate about the relative risks of such
products; and, third, actively encourage adult smokers to transition to these products from
cigarettes.

4 FDA Webcast, The Science to Inform a Tobacco Product Standard for the Level of Nicotine in Combusted Cigarettes (October
11, 2018), available at https://www.fda.gov/science-research/about-science-research-fda/science-inform-tobacco-product-
standard-level-nicotine-combusted-cigarettes-10112018-10112018.

5 Steinberg, M.B., Bover Manderski, M. T., Wackowski, O.A. et al. Nicotine Risk Misperception Among US Physicians. J GEN
INTERN MED (2020).

6 Yong, Hua-Hie, et al. “Do smokers’ perceptions of the harmfulness of nicotine replacement therapy and nicotine vaping
products as compared to cigarettes influence their use as an aid for smoking cessation? Findings from the ITC Four Country
Smoking and Vaping Surveys.” Nicotine & Tobacco Research, Volume 24, Issue 9, September 2022, pages 1413-1421,
https://doi.org/10.1093/ntr/ntac087.

7 Presentation by M. Justin Byron, PhD, “Investigating and addressing the perceived risk of nicotine and very low nicotine
content cigarettes” (February 14, 2020), available at www.fda.gov/media/135316/download.

8 www.fda.gov/tobacco-products/health-effects-tobacco-use/nicotine-why-tobacco-products-are-addictive.



https://www.fda.gov/science-research/about-science-research-fda/science-inform-tobacco-product-standard-level-nicotine-combusted-cigarettes-10112018-10112018
https://www.fda.gov/science-research/about-science-research-fda/science-inform-tobacco-product-standard-level-nicotine-combusted-cigarettes-10112018-10112018
https://doi.org/10.1093/ntr/ntac087
http://www.fda.gov/media/135316/download
http://www.fda.gov/tobacco-products/health-effects-tobacco-use/nicotine-why-tobacco-products-are-addictive

In 2017, when FDA announced its Comprehensive Plan, FDA Commissioner Gottlieb stated that
FDA policy should be used as a vehicle to “move addicted smokers down that continuum of risk
to these less harmful [innovative] products.”® He further stated that “A centerpiece of this
comprehensive regulatory plan is acknowledging that nicotine, while highly addictive, is
delivered through products on a continuum of risk. And it’s the delivery mechanism — not the
nicotine itself — that is truly the issue at-hand.”*® This multi-year roadmap was “designed to
reframe the conversation around nicotine and harm reduction.”*! And yet, long-standing
misperceptions about the role of nicotine and the relative risks of different tobacco products
remain entrenched among adult smokers and health care providers.

We continue to advocate that FDA should take the lead in addressing this critical barrier to
tobacco harm reduction, including in a February 2021 letter to the CTP Director Mitch Zeller.!?
FDA has the resources, expertise and the statutory authority to correct these misperceptions and
prevent millions of adult smokers from making bad decisions based on misinformation. Doing
so is critical if we want to see more adult smokers — who cannot or will not quit tobacco use —
transition to smoke-free products. This is especially true in diverse communities where,
according to one recent study, a significantly greater proportion of Black, Asian and Hispanic
respondents identified nicotine as the “chemical that causes most of the cancer caused by
smoking cigarettes.”*®

We urge FDA to develop and deliver targeted communications — aimed at smokers and the
health care providers they look to for advice -- about the role of nicotine and the relative risks of
combustible and smoke-free products. With such a campaign, FDA can help adult tobacco
consumers make informed decisions based on science and evidence — not misinformation.

We would welcome the opportunity to answer any questions or discuss this matter further.

Sincerely,

{fzgcﬂ-lﬂw

9 Remarks by Scott Gottlieb, M.D., Protecting American Families: Comprehensive Approach to Nicotine and Tobacco (July 28,
2017), available at www.fda.gov/news-events/speeches-fda-officials/protecting-american-families-comprehensive-approach-
nicotine-and-tobacco-06282017.

10 Remarks by Scott Gottlieb, M.D., Remarks on the Regulation of Nicotine (October 17, 2017), available at
https://www.fda.gov/news-events/speeches-fda-officials/remarks-regulation-nicotine-10192017.

11 Scott Gottlieb, M.D., and Mitch Zeller, J.D., Advancing Tobacco Regulation to Protect Children and Families: Updates and
New Initiatives from the FDA on the Anniversary of the Tobacco Control Act and FDA’s Comprehensive Plan for Nicotine
(August 2, 2018), available at https://www.fda.gov/news-events/fda-voices-perspectives-fda-leadership-and-experts/advancing-
tobacco-regulation-protect-children-and-families-updates-and-new-initiatives-fda.

12 See Altria letter to Mitch Zeller, Director of the Center for Tobacco Products (dated February 25, 2021), available at
www.altria.com/-/media/Project/Altria/Altria/about-altria/federal-requlation-of-tobacco/requlatory-filings/documents/FDA-
Center-for-Tobacco-Products-Education-Campaign.pdf.

13 Denlinger-Apte, R. L., Pacek, L. R., Ross, J. C., Bansal-Travers, M., Donny, E. C., Hatsukami, D. K., & Carroll, D. M. (2021).
Risk Perceptions of Low Nicotine Cigarettes and Alternative Nicotine Products across Priority Smoking Populations.
International Journal of Environmental Research and Public Health, 18(10). doi:10.3390/ijerph18105311.
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