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Nicotine Vaping vs. Big Tobacco: Analyzing FDA Policies That 
Favor Established Players  

	 In recent years, the rise of nicotine vaping has presented itself as a promising 
alternative for smokers looking to transition away from traditional tobacco products. 
However, the regulatory landscape shaped by the U.S. Food and Drug Administration (FDA) 
has sparked critical discussions around the fairness and effectiveness of its policies. Many 
argue that the FDA's approach inadvertently supports established tobacco companies at 
the expense of innovation in the vaping industry. This article delves into how FDA 
regulations may prop up big tobacco while stifling the growth of vaping alternatives. 


The Regulatory Framework: PMTA and Its Implications 

	 At the core of the FDA's regulation of tobacco and nicotine products is the Pre-Market 
Tobacco Product Application (PMTA) process. This rigorous requirement mandates that 
companies provide extensive data on the safety and manufacturing processes of their 
products before they can be marketed. While the intention behind the PMTA process is to 
safeguard public health, it creates significant hurdles, particularly for smaller vaping 
manufacturers who may lack the resources to navigate the complex regulatory 
requirements (National Academies of Sciences, Engineering, and Medicine, 2018).


	 Established tobacco companies, with their vast financial resources and existing 
market presence, can more readily absorb the costs associated with compliance. They 
often possess established supply chains and the capacity to conduct extensive research 
that smaller players simply cannot match (Higgins et al., 2019). As a result, the PMTA 
framework can lead to an uneven playing field, where big tobacco firms dominate the 
market, potentially minimizing the diversity of products available to consumers.


The Impact of Flavor Restrictions 

	 The FDA has recently taken steps to curb youth vaping by imposing restrictions on 
flavored vaping products, citing concerns over their appeal to younger users. While the 
intention is commendable, the execution of these regulations raises questions about their 
impact on competition and innovation.


	 Flavors play a crucial role in attracting adult smokers to vaping as a harm-reduction 
strategy. By imposing strict bans on certain flavors, the FDA risks alienating current and 
potential adult users looking for a less harmful alternative to smoking. The unintended 
consequence of these measures is a quagmire for smaller vaping companies that rely on 
flavors to differentiate themselves from traditional tobacco products (Dawkins et al., 2021).
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	 Conversely, traditional tobacco products, including menthol cigarettes—a flavor that 
has long been linked to increased youth initiation—have faced far less regulatory scrutiny. 
The continued prevalence of menthol cigarettes on the market highlights the selective 
enforcement of regulations that seemingly prioritize maintaining revenue streams for big 
tobacco over protecting public health (Alpert et al., 2019).


The Influence of Lobbying and Industry Relationships 

	 The intricate relationship between the FDA and tobacco companies has sparked 
concerns regarding the influence of lobbying on regulatory policies. Major tobacco 
corporations have long wielded significant lobbying power, often shaping policies in ways 
that protect their interests (Benowitz, 2020). This influence can manifest in various forms, 
from legislative maneuvers to informal collaborations in shaping public health discourse.


	 As the FDA navigates complex public health challenges, it appears that established 
tobacco players have found ways to advocate for regulatory environments that favor their 
existing products. In contrast, new entrants in the vaping market often lack the same level 
of lobbying strength, leading to a power imbalance that skews regulations in favor of big 
tobacco (Duncan et al., 2020).


The Need for a Balanced Regulatory Approach 

	 The current state of FDA regulations reflects a need for a balanced approach that 
recognizes the potential of vaping as a harm-reduction tool while ensuring consumer safety. 
While the FDA's intentions to protect public health are essential, the execution should not 
disproportionately benefit large tobacco companies at the expense of emerging, innovative 
products (Katz et al., 2020).


	 A more equitable regulatory environment would allow smaller vaping manufacturers to 
thrive and present their products to adult consumers seeking alternatives to traditional 
smoking. By focusing on a balanced set of regulations that promote innovation and access, 
the FDA has the opportunity to nurture a competitive market that prioritizes public health 
while reducing smoking-related harm.


Public Health Considerations 

	 The overarching goal of tobacco regulation should be to minimize the harmful effects 
of smoking. Vaping, when taken as a viable cessation tool, has the potential to significantly 
reduce the health risks associated with combustible tobacco products (Sinha et al., 2021). 
However, by inadvertently favoring big tobacco through regulatory barriers and flavor 
restrictions, the FDA may be undermining its own public health objectives.
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	 Moreover, limiting the variety and accessibility of vaping options could potentially push 
smokers back to traditional tobacco products, counteracting progress made in reducing 
smoking rates over the past decade. By recognizing vaping as part of the solution rather 
than a problem, policymakers could facilitate a more effective transition for smokers 
seeking less harmful options (Lee et al., 2020).


Conclusion 

	 The FDA's regulatory framework surrounding nicotine vaping appears to favor 
established tobacco companies, creating challenges for smaller vaping manufacturers and 
stifling innovation within the market. As the FDA continues to develop policies to address 
public health concerns, it must strive for a balanced approach that encourages competition 
and recognizes the potential benefits of vaping as a harm-reduction strategy.


	 Navigating the complexities of nicotine regulation requires a thoughtful examination of 
the FDA's current practices and their implications for public health. By fostering an 
environment that encourages innovation and access to safer alternatives, the FDA has the 
potential to significantly improve health outcomes for millions of smokers across the 
country. Ensuring that regulation does not favor the incumbent players at the expense of 
emerging alternatives will be key to achieving meaningful public health advancements in the 
coming years.
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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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