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Vaping as a Harm Reduction Tool: What the FDA Gets Wrong in Its 
Approach 

	 An exploration of how the FDA's focus on regulation limits the effectiveness of vaping 
as an alternative for smokers.


	 As the public health community grapples with the dual crises of tobacco addiction and 
smoking-related diseases, vaping has emerged as a focal point in the discussion of harm 
reduction strategies. Recognized by many health experts as a less harmful alternative for 
adult smokers, vaping offers a pathway to reduce the health risks associated with 
traditional combustible tobacco products. However, the regulatory framework established 
by the U.S. Food and Drug Administration (FDA) often undermines this potential. This article 
explores how the FDA's emphasis on regulation may limit the effectiveness of vaping as an 
alternative for smokers, ultimately hindering public health goals.


Understanding Harm Reduction in Tobacco Control 

	 Harm reduction is a public health strategy designed to minimize the negative 
consequences of certain behaviors, particularly those related to substance use. In the 
context of tobacco control, harm reduction aims to provide alternatives that are significantly 
less harmful than smoking cigarettes, thus improving health outcomes for current smokers. 
Vaping, as a type of electronic nicotine delivery system (ENDS), falls within this paradigm, 
offering a means for smokers to transition away from the more harmful effects of 
combustible tobacco (National Academies of Sciences, Engineering, and Medicine, 2018).


	 Research suggests that vaping is substantially less harmful than smoking traditional 
cigarettes. A comprehensive review by Public Health England concluded that e-cigarettes 
are around 95% less harmful than smoking (Public Health England, 2018). With this 
evidence in hand, many public health advocates view vaping as a crucial tool for smokers 
looking to reduce their health risks.


The FDA's Regulatory Approach: A Barrier to Access 

	 Despite the evidence supporting vaping as a harm reduction tool, the FDA's regulatory 
framework has focused heavily on strict regulations that may limit its availability and appeal. 
One of the central components of this framework is the Pre-Market Tobacco Product 
Application (PMTA) process, which requires manufacturers to submit extensive data 
demonstrating the safety and efficacy of their products before entering the market (National 
Academies of Sciences, Engineering, and Medicine, 2018). While safety is an essential 
consideration, the PMTA process can present significant barriers, particularly for smaller 
vaping companies that lack the resources to comply with complex regulatory requirements 
(Fischer et al., 2020).
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	 This regulatory burden disproportionately affects smaller vaping manufacturers and 
startups, stifling innovation and limiting the product diversity that has historically 
characterized the vaping industry. As a result, smokers seeking alternatives face fewer 
options, which may lead them back to traditional cigarettes with their well-known health 
risks (Higgins et al., 2019).


Flavor Restrictions and Their Unintended Consequences 

	 Another aspect of the FDA's regulatory framework that complicates the effectiveness 
of vaping as a harm reduction strategy is the imposition of flavor restrictions. In efforts to 
address rising youth vaping rates, the FDA has targeted flavored e-cigarettes, asserting that 
flavors appeal to younger consumers. While protecting youth is undeniably important, the 
blanket restrictions on flavors might overlook the fundamental reasons adult smokers are 
drawn to vaping.


	 Flavors play a vital role in attracting adults to switch from smoking to vaping. Many 
smokers find the various flavors offered by vaping products—such as fruit, dessert, and 
candy flavors—more appealing than the taste of tobacco. By limiting access to these 
flavors, the FDA risks alienating a significant segment of the adult market that could benefit 
from vaping as a cessation tool (Moore et al., 2021). The unintended consequence may be 
an increase in smoking rates among adults who find vaping less appealing due to a lack of 
flavor diversity.


Fear-Based Messaging and Public Perception 

	 The FDA’s approach to vaping has also been characterized by cautionary and 
sometimes alarmist messaging surrounding the potential risks of vaping, particularly about 
youth use. This fear-based narrative can obscure the potential benefits of vaping for adult 
smokers, leading to public misperception about the relative risks of different nicotine 
products (Schneider et al., 2021).


	 By emphasizing the dangers of youth vaping more than the potential of vaping as a 
smoking cessation tool, the FDA can inadvertently contribute to a public health environment 
that views all forms of vaping as equally risky. This can contribute to hesitancy among 
smokers to transition to vaping, as they may perceive it as no different from smoking 
traditional cigarettes (Sinha et al., 2021).


Rethinking Regulation: A Balanced Approach to Vaping 

	 To maximize the harm reduction potential of vaping, the FDA must adopt a more 
balanced regulatory framework that protects public health without stifling innovation and 
consumer choice. Several strategies could facilitate this approach:


	 1. Incorporate Relative Risk Evaluations: The FDA should consistently evaluate vaping 
products in the context of their comparative safety to traditional tobacco products, 
emphasizing the potential benefits for adult smokers.
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	 2. Increase Collaboration with Research Institutions: Partnering with academic and 
public health institutions to generate more robust data on the long-term health effects of 
vaping can improve the quality of risk assessments and inform better regulatory decisions.


	 3. Adopt a Tailored Regulation Approach: Recognizing the diversity of vaping products 
in terms of design, ingredients, and intended use can lead to more nuanced regulatory 
frameworks that reflect the unique risk profiles across the marketplace (Fischer et al., 2020).


	 4. Engage in Clear Public Health Messaging: The FDA should strive to communicate 
its findings in ways that resonate with smokers, clarifying the distinctions between vaping 
and smoking and helping consumers make informed decisions (Zeller & Holmes, 2021).


	 5. Educational Initiatives: Comprehensive public health campaigns that educate 
smokers about the relative risks of vaping compared to smoking can empower informed 
decision-making and potentially drive smokers towards safer alternatives (Cullen et al., 
2020).


Conclusion 

	 Vaping has the potential to serve as a significant harm reduction tool in the fight 
against tobacco-related diseases. However, the FDA's regulatory approach, characterized 
by strict limitations on access and flavor diversity, may undermine this potential. By 
reconsidering its regulatory framework and adopting strategies that promote innovation, 
consumer choice, and balanced public messaging, the FDA can better align its policies with 
the goal of improving public health outcomes.


	 In a world where smoking-related morbidity continues to be a pressing concern, it is 
vital to embrace strategies that offer smokers safer alternatives. By empowering the vaping 
industry and providing adult smokers with accessible options, we can take meaningful 
steps towards a healthier future and ultimately reduce the harms associated with tobacco 
use.
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The Tennessee Smoke Free Association (TSFA) is an advocacy group and trade 
organization with a focus on Tobacco Harm Reduction (THR) through the use of personal 
vaporizers (electronic cigarettes) and other smokeless tobacco products shown to reduce 
the morbidity and mortality associated with smoking. The TSFA was formed in 2014 to 
provide support and education regarding alternative methods of Tobacco Harm Reduction. 
We focus on the prevention of tobacco harm and seek to cooperate with the Tennessee 
Health Agencies to function for the greater health of the Tennessee public as well as monitor 
the legislation for or against our movement of tobacco harm reduction. You can learn more 
by visiting TNSmokeFree.org.
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