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FDA’s approach to tobacco and nicotine – a critical perspective 

Clive Bates 

This note sets out a non-exhaustive overview of issues with the FDA’s regulation of tobacco and nicotine 

products. It is intended as a basis for further discussion and more detailed analysis. 

1. Lack of overall coherent regulatory strategy. The Reagan Udall Foundation evaluation highlighted the 

absence of a coherent regulatory strategy (cross-cutting recommendation 1) and the FDA’s opaque and 

arbitrary approach to the public health standard “appropriate for the protection of public health” 

(Recommendation 5c and 5d). The Tobacco Control Act grandfathered thousands of cigarette products, 

and they remain on the market with a relatively light touch regime for product updates (substantial 

equivalence). Today there are about 3,000 distinct cigarette products on the market. In contrast, 

enormous barriers to entry face market entrants with reduced-risk products. Only seven vaping systems 

have been authorized, all in one flavor (tobacco), and all from big companies with mass-market products. 

Even so, the approved vaping products account for less than 3% of the monitored market. Twenty-four 

mainly US-based academics and experts have proposed an updated strategy for the FDA (see the 

University of Michigan Tobacco Research Network – and full letter and briefing). 

2. Hostile to innovation. Congress designed the Tobacco Control Act (TCA) both to encourage innovation 

beneficial to health (as signaled in the 2001 Institute of Medicine report, Clearing the Smoke: assessing 

the scientific basis for tobacco harm reduction) but also to block deceptive innovations like “Light” and 

“Mild” cigarettes that appear to be safer but deliver just as much tar as regular cigarettes. In fact, the 

2001 IoM report had excellent proposals for regulating nicotine in the US, with 11 principles (here – 

summarized by me here). It is reasonable for Congress to expect FDA to sort the genuine pro-health harm-

reduction innovation from misleading scam innovations and to promote the former and block the latter. 

But FDA is doing the opposite: for example, by approving the 22nd Century low nicotine cigarette while 

denying the Juul system on purported toxicology grounds and thousands of other low-risk nicotine 

products that millions of people use as alternatives to cigarettes. FDA is even boastful about doing this 

[for example, see here, here, here] even though it puts smokers and vapers at risk and destroys perfectly 

viable, pro-health businesses. 

3. FDA’s regime is only viable for big players. The primary factors guiding FDA’s marketing authorizations to 

date are the company’s size and homogeneity of its products, not the “appropriate for the protection of 

public health” (APPH) standard. Many smaller companies have products that are used by adults as an 

alternative to smoking and would be APPH. Yet, these companies do not have the financial resources or 

sales volumes to prove APPH to the satisfaction of the FDA. Companies do not routinely disclose how 

much they spend on their Pre-market Tobacco Applications (PMTAs). Still, we know from legal filings (see 

Juul FTC filing from para 86-104) that Juul spent $100 million on its PMTA and that PMTAs generally 

require years of effort, tens of millions of dollars, and considerable expertise (also here). Through this size 

and compliance cost filter, FDA exerts an aggressive anti-competitive chokehold on the market that will 

radically reduce the number of businesses and diversity of products available. The FDA’s approach 

presents a significant advantage to tobacco companies – they can cross-subsidize their mass-market 

vaping product compliance costs from strong balance sheets built on cigarette profits. But if the vaping 

market falters, they sell more cigarettes.  

https://reaganudall.org/operational-evaluation-fdas-tobacco-program
https://umtrn.sph.umich.edu/Letter.php
https://umtrn.sph.umich.edu/files/LETTER_Experts_Response_to_Reagan-Udall_evaluation.pdf
https://www.ncbi.nlm.nih.gov/books/NBK222375/
https://www.ncbi.nlm.nih.gov/books/NBK222375/
https://www.ncbi.nlm.nih.gov/books/NBK222381/#ddd00151
https://clivebates.com/rethinking-u-s-tobacco-and-nicotine-regulation-part-1/
https://www.juullabsscience.com/admin-appeal/
https://www.fda.gov/tobacco-products/ctp-newsroom/fda-issues-marketing-denial-orders-approximately-6500-flavored-e-cigarette-products
https://www.fda.gov/news-events/press-announcements/fda-denies-authorization-market-juul-products
https://www.fda.gov/tobacco-products/advertising-and-promotion/22nd-century-group-inc-modified-risk-tobacco-product-mrtp-applications
https://www.ftc.gov/system/files/documents/cases/d09393_-_corrected_post-trial_proposed_findings_of_fact_and_conclusions_of_law_of_respondents_altria_group_inc._and_juul_labs_inc.pdf
https://clivebates.com/will-fda-harm-health-destroy-businesses-and-protect-the-cigarette-industry-through-regulatory-overkill-a-preview/#s2


V1 June 2023  Page 2 of 4 

4. Wildly inaccurate regulatory impact analysis. Normally, such gigantic and distorting barriers to entry 

would be picked up in the rulemaking process, including through scrutiny by OMB/OIRA. It is doubtful that 

the 2016 Deeming Rule that brought vaping under the TCA would have survived scrutiny if the supporting 

analysis had even approximately reflected the reality post-implementation. FDA’s 2016 Regulatory Impact 

Analysis (RIA) for its deeming rule put the cost of a PMTA for e-liquids at $131,643 (first application) and 

$117,486 (subsequent applications) – see Table 11b. FDA estimated average PMTA costs for devices at 

$466,563 (first application) and $192,654 (subsequent applications) – see Table 12b. These are likely to be 

underestimated by two orders of magnitude. FDA also grossly underestimated the number of applications 

it would receive. It has had 26 million PMTA applications for vaping products, but its RIA estimate was for 

up to 4,050 e-liquids and 747 ENDS devices - see Table 7. FDA should repeat the RIA but with numbers 

that reflect the post-implementation reality. 

5. Opaque decision-making criteria. FDA has not been clear about how it will authorize or deny these 

products – the uncertainty adds a further burden and reason for caution to vaping companies and their 

investors. The PMTA guidance was unclear and late, the standards or evidence required remain unknown 

and have changed over time without notification, and the method of calculating APPH has never been set 

out. This is now the subject of extensive litigation under the Administrative Procedures Act. Many of the 

filings by capable mid-size vaping companies provide a compelling account of arbitrary and capricious 

regulatory conduct. Somehow, the FDA authorized a cigarette (the 22nd Century VLN product) but denied 

the much safer Juul product on toxicological grounds. If it can do something this extreme, it effectively 

shows it can approve or deny anything it chooses. The APPH test is a matter of balancing a range of 

impacts on behavior arising from the launch of a new product. Yet, FDA has never described how this 

balancing calculation will be performed or what weight it would give to different behavioral changes. For 

example, how much weight should be given to preventing adolescents from vaping compared to causing 

adults to switch from smoking to vaping? FDA has even ruled out counting some benefits: for example, to 

young people diverted from smoking to vaping. There is no legal or ethical basis for ignoring such benefits.  

6. An authorization system leads to excessive caution and politicization. A system that requires a regulator 

to authorize a product will tend to be excessively but asymmetrically cautious. It will over-emphasize the 

possible risks of approval but undervalue the lost opportunities arising from a denial, as these are never 

visible. FDA’s monitoring metrics show that by 28 February 2023, it had refused to accept 19.6m PMTA 

applications, refused to file 5.1m applications, and denied 1.2m applications.  But FDA has no idea about 

the aggregate consequences of doing this, as they were all rejected for application procedural reasons, 

not substantive public health reasons. None of these products was shown to be inappropriate for the 

protection of public health, but all were rejected because they couldn’t meet FDA’s exceedingly high but 

fuzzy and moving standard to prove they were appropriate for the protection of public health. The 

difference matters. In addition, authorization regimes are wide open to political interference as activists 

can apply a range of political pressures to secure their preferred outcomes. The risk of politicization is 

especially acute when the decision-making is opaque (see above). One example is Congressman Raja 

Krishnamoorthi claiming credit for influencing the FDA Commissioner to secure a particular regulatory 

outcome or, as he puts it, “victory” (the denial of Juul’s PMTA).  

7. FDA adopts a simplistic view of youth risk behaviors. Nearly all adults agree that young people should 

not vape, smoke, take drugs, drive under the influence, join gangs, have sex prematurely, etc. But these 

https://www.fda.gov/media/97875/download
https://www.fda.gov/media/97875/download
https://www.fda.gov/tobacco-products/market-and-distribute-tobacco-product/tobacco-product-applications-metrics-reporting#Premarket%20Tobacco%20Product%20Applications
https://www.fda.gov/media/167416/download
https://twitter.com/Clive_Bates/status/1541752093186334720
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are simply adult preferences. It is not a basis for policymaking, given we know a subset of young people 

engage in risky behaviors whether we like it or not. Therefore, regulators must consider the harmful 

unintended consequences of their actions and try to mitigate real-world risks to young people. A range of 

studies now suggests smoking and vaping are substitutes, that vaping displaces smoking for some young 

people, that the most intensive teenage vapers are those who would otherwise have been smoking, and 

measures to prevent vaping may increase smoking, illicit trade, or workarounds. It is not good enough to 

deny these effects matter if doing so triggers unintended adverse consequences. Further, it is impossible 

to simply divide adolescents’ interests from the adults in their lives: young people experience harm from 

smoking through the role-modeling influence of parents, loss of household income, illness and death of 

parents, and secondhand smoke exposure. FDA does not recognize public health effects of this nature. It 

is not possible for PMTA applicants to provide product-specific evidence about such effects, even if they 

have material public health implications. 

8. Applying high barriers to entry amounts to illegal stealth rulemaking. FDA has so far only authorized a 

small number of vaping products, all tobacco flavored, accounting for less than 3% of the tracked market. 

In 2018, FDA issued an advanced notice of proposed rulemaking signaling its intent to ban all or most 

flavored e-liquids other than tobacco flavor. Under Section 907 of the TCA, such rulemaking (a tobacco 

product standard) places the burden of demonstrating APPH on the FDA. The agency would find it 

extremely difficult to meet this burden as it would need to assess the impact of collapsing the vape 

market to a few products not used by most adult vapers and closing all the small vape shops that provide 

what amounts to community-based stop-smoking support. It would need to consider illicit trade, DIY 

flavor products, and numerous possible workarounds. It would also have to account for the likelihood that 

many adolescents who currently vape would migrate back to smoking. It would not take much of an 

uptick in smoking to completely overwhelm any hoped-for benefits of reduced youth vaping. So, FDA has 

not attempted to do this. Instead, it has developed such restrictive criteria for authorizing flavors at the 

individual product application (PMTA) level that the net aggregate effect is the same: no (non-tobacco) 

flavored products have been or are likely to be authorized under the current regime.  

9. FDA avoids accountability for the aggregate effect of millions of decisions.  By using the PMTA process 

as a form of stealth rulemaking, the FDA does not have to assess or justify the aggregated impact of 

millions of decisions that arise from the device used to reject. It can place the burden of surmounting 

impossible hurdles on each and every applicant and achieve the same effect (and cause the same damage 

and unintended consequences). No single applicant can show that the denial of their particular product 

will have massive market-wide effects (e.g., shutting down all vape stores or triggering mass relapse to 

smoking among vapers); because one product will not have that much effect when there are others. But 

because FDA applies the same restrictive criteria to every product, there will be negative market-wide 

effects that no one is responsible for assessing. But by using the PMTA process rather than rule-making, 

FDA escapes the need to assess and justify these aggregate impacts.  This potentially unlawful de facto 

rulemaking has now entered litigation with the Fifth Circuit Court of Appeal taking a skeptical view (see 

Reynolds vs. FDA – see A.3 on page 11).   

10. Fatally wrong risk perceptions. The general public, consumers, the media, healthcare practitioners, 

regulators, and policymakers will base their judgments and decisions to some extent on their 

understanding of risks – for example, the relative risks of vaping versus smoking, smokeless tobacco 

https://www.federalregister.gov/documents/2018/03/21/2018-05655/regulation-of-flavors-in-tobacco-products
https://www.fda.gov/tobacco-products/rules-regulations-and-guidance/section-907-federal-food-drug-and-cosmetic-act-tobacco-product-standards
https://drive.google.com/file/d/1zZv3PBW0atEfthLR6ev66reaPP6RXM6B/view
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versus cigarettes, and whether nicotine is harmful or addictive. The HINTS survey by the National Cancer 

Institute shows these risk perceptions to be wildly out of kilter with sound scientific understanding. For 

example, in HINTS 2020, only 2.6% correctly thought vaping was much less risky than smoking. But 62% 

thought it was as harmful or more harmful, and 24% did not know what to think. HINTS 2017 found that 

71% did not know that smokeless tobacco was less risky than cigarettes. HINTS 2019 found that most 

people (56%) incorrectly think nicotine is the agent causing most cancer associated with smoking, and a 

further 19% did not know. FDA is not, of course, uniquely responsible for these misperceptions. CDC and 

multiple sources and drivers of news flow have a major effect. However, FDA/CTP does spend $171 

million per year on Public Education Campaigns and $16 million on Communications (2022, Report to 

Congress). Very little of the totality of this communications expenditure does anything to address risk 

misperceptions, and most of it exaggerates risks or reinforces risk misperceptions.  

11. A science program excessively orientated to problem-seeking and restrictive regulation. FDA-funded 

science is a bigger subject than it is possible to address here. Much of the science supported by user fees 

paid to the FDA and channeled through NIH does not contribute helpfully to proportionate regulation or 

realistic risk perceptions. It often exaggerates risks, asserts spurious causal relationships such as gateway 

effects, and downplays or ignores public health opportunities. FDA’s budget for science (including the 

Office of Science in FDA) is $299 million (2022, Report to Congress). Research incentive structures and 

institutional culture likely lie behind the distortions in science that arise from having a regulator as the 

dominant funder of science.  

12. Counterproductive enforcement of a dysfunctional regulatory regime. There have been many calls for 

robust and aggressive enforcement. But caution is in order; because the authorization regime works so 

badly, most of the products on the market are technically unlawful currently. The consequences of the 

dislocation caused by widescale enforcement have not been assessed and would likely be highly 

damaging. In the near term, there should be careful prioritization of enforcement focused on criminal 

networks and products for which no PMTA application has ever been made. As the authorization regime 

becomes more rational and proportionate, it makes sense to eventually step-up enforcement to cover all 

non-compliant products. 

13. There is no case for an increase in user fees. Like all bureaucracies, FDA likes money – the more, the 

better. What it does not like is too much political scrutiny of how it spends its money, clear goals on what 

it is to achieve, or the prospect that Congress will cut funds if it fails or underperforms. This is why it loves 

user fees. Under the Section 919 of the TCA, FDA has received just over US$8 billion in tobacco user fees 

since it was given jurisdiction under the TCA in 2009, and currently receives $712 million per year. This is 

enough. Much of its budget of is not spent wisely or on its core regulatory functions.  There is a case for a 

much harder look at how FDA spends the money it has, and why so little has been achieved for the US$8 

billion spent since 2009. There is no case for adding to it.  There may be a case for redistributing the 

burden of paying users fees to ensure that all products authorized by FDA pay an carry an appropriate 

share. Against that is the hugely asymmetric compliance costs faced by vape or heated tobacco products 

vendors that must take the PMTA pathway to market, rather than the grandfathering and substantial 

equivalence applications that make it cheap and easy for cigarettes to be on the market.  

https://hints.cancer.gov/view-questions/question-detail.aspx?PK_Cycle=13&qid=1282
https://hints.cancer.gov/view-questions/question-detail.aspx?PK_Cycle=10&qid=864
https://hints.cancer.gov/view-questions/question-detail.aspx?PK_Cycle=12&qid=1514
https://www.fda.gov/tobacco-products/public-health-education/public-health-education-campaigns
https://www.fda.gov/tobacco-products/products-ingredients-components/e-cigarettes-vapes-and-other-electronic-nicotine-delivery-systems-ends
https://www.fda.gov/media/167103/download
https://www.fda.gov/media/167103/download
https://www.fda.gov/media/167103/download
https://www.fda.gov/tobacco-products/rules-regulations-and-guidance/section-919-federal-food-drug-and-cosmetic-act-user-fees

