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From Villain to Ally: The Shift in Big Tobacco's Relationship with 
the FDA 

	 A historical overview of how big tobacco's image has changed with respect to FDA 
policies and regulations.


	 The relationship between big tobacco and the U.S. Food and Drug Administration 
(FDA) has seen a dramatic evolution over the past few decades. Historically viewed as 
public health villains, major tobacco companies have gradually shifted their strategy to 
position themselves as allies in the fight against smoking-related harm. This article provides 
a historical overview of how the image of big tobacco has changed concerning FDA 
policies and regulations, exploring the implications of this transformation for public health 
and the tobacco industry.


The Early Years: Tobacco as a Public Health Villain 

	 For much of the 20th century, tobacco companies were entrenched in controversy 
over the health effects of smoking. The widespread marketing of cigarettes, often 
glamorized and misleading, created a culture where smoking was normalized, despite 
growing evidence linking it to severe health issues, including lung cancer and heart disease 
(Bond et al., 2018).


	 Throughout the 1960s and 1970s, numerous studies began to illustrate the dangers of 
smoking, leading to significant public outcry. The landmark 1964 Surgeon General’s report 
officially established the link between smoking and adverse health effects, setting the stage 
for increased regulation and public health campaigns aimed at reducing tobacco use (U.S. 
Department of Health and Human Services, 2014).


	 In 1998, the tobacco industry faced a pivotal moment with the Master Settlement 
Agreement (MSA), which significantly restricted marketing practices and imposed financial 
penalties on tobacco companies. As public sentiment shifted against smoking, the 
industry's reputation suffered, and regulatory bodies such as the FDA intensified their 
oversight of tobacco products (Campaign for Tobacco-Free Kids, 2021).


The FDA’s Entry into Tobacco Regulation 

	 The turning point in the relationship between big tobacco and the FDA occurred in the 
late 1990s and early 2000s. In 1996, the FDA attempted to assert regulatory authority over 
tobacco products, classifying nicotine as a drug and cigarettes as drug-delivery devices. 
However, this initial attempt faced significant legal challenges, culminating in a 2000 
Supreme Court ruling that limited the FDA’s authority to regulate tobacco (Zeller & Holmes, 
2021).
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	 Despite this setback, the FDA’s framing of tobacco as a public health issue increased 
scrutiny of the industry and initiated a new era of regulatory action. The public health 
community began to advocate for more stringent regulations, culminating in the 2009 
Family Smoking Prevention and Tobacco Control Act. This legislation granted the FDA the 
authority to oversee the manufacturing and marketing of tobacco products, marking a 
significant shift in regulatory power (Klein et al., 2021).


The Emergence of Harm Reduction: A New Narrative 

	 As the FDA established its regulatory framework for tobacco, the narrative surrounding 
big tobacco began to shift. Faced with declining cigarette sales and increasing pressure 
from public health advocates, major tobacco companies started to explore products that 
could be marketed as less harmful alternatives to traditional smoking.


	 With the rise of vaping and e-cigarettes, tobacco companies began developing their 
own versions of these products, seeking to appeal to both current smokers looking to quit 
and a new generation of consumers. This transition allowed tobacco companies to reframe 
their image from villains contributing to public health crises to stakeholders invested in 
harm reduction (Fischer et al., 2020).


Big Tobacco’s Shift to Innovation 

	 Many big tobacco companies invested heavily in research and development of new 
nicotine delivery systems, positioning themselves as innovators in the industry. By 
embracing harm reduction, tobacco companies sought to align their interests with public 
health goals, presenting themselves as allies in the effort to reduce smoking-related harm.


	 For instance, major players like Philip Morris International launched heated tobacco 
products such as IQOS, while British American Tobacco introduced products like Vuse to 
capture the vaping market. These initiatives marked a significant departure from traditional 
marketing methodologies that fueled smoking’s prevalence and opened the door for 
tobacco companies to collaborate with public health organizations in promoting reduced-
risk products (Zeller & Holmes, 2020).


Regulatory Scrutiny and the Path Ahead 

	 Despite the shift in the relationship between big tobacco and the FDA, challenges 
remain. As the vaping industry has grown, the FDA has had to grapple with rising youth 
vaping rates and associated public health concerns. This scrutiny applies pressure to 
tobacco companies that are attempting to market their innovative products as safer 
alternatives.


TSFA ARTICLE TNSmokeFree.org 2

http://TNSmokeFree.org


Tennessee Smoke Free Association (TSFA) December 1, 2025

	 The FDA's imposition of strict regulations on flavored e-cigarettes and other vaping 
products, aimed primarily at protecting youth, complicates the messaging surrounding 
harm reduction. While tobacco companies attempt to position themselves as allies in 
reducing smoking rates, regulatory actions can inadvertently reinforce public skepticism 
about their true intentions (Miech et al., 2019).


	 The public perception of big tobacco is still fraught with mistrust, given the industry's 
history of deception and misleading marketing. This skepticism poses a continuous 
challenge for tobacco companies, which must work diligently to prove their commitment to 
public health through their actions and product offerings (Schneider et al., 2021).


Conclusion 

	 The transformation of big tobacco’s relationship with the FDA highlights a significant 
evolution from villain to ally in public health discourse. As the FDA has gained authority to 
regulate tobacco products, big tobacco has increasingly positioned itself as an industry 
willing to embrace harm reduction and innovation.


	 However, this shift will require ongoing commitment to transparency, accountability, 
and genuine collaboration with regulatory agencies and public health advocates. Moving 
forward, striking a balance between regulation and innovation will be critical to ensuring 
that both public health objectives are met and the vaping industry can thrive as a viable 
alternative for adult smokers looking to transition away from traditional tobacco products.


	 Ultimately, the future of big tobacco’s relationship with the FDA and the public hinges 
on a commitment to improving health outcomes and building a more trustworthy and 
transparent industry. This ongoing evolution will play a crucial role in determining the 
success of harm reduction efforts and the trajectory of tobacco regulation in the years to 
come.


References 

1. Bond, J. K., et al. (2018). "Public Perception of Tobacco Companies: A Historical 
Overview." Tobacco Control. 
2. Campaign for Tobacco-Free Kids. (2021). "Master Settlement Agreement Overview." 
Retrieved from Campaign for Tobacco-Free Kids (https://www.tobaccofreekids.org). 
3. Cullen, K. A., et al. (2019). "National Youth Tobacco Survey: Key Findings." Journal of 
Global Health. 
4. Dawkins, L., et al. (2021). "Industry Influence and Vaping Policies: Challenges and 
Opportunities." Tobacco Control. 
5. Fischer, B., et al. (2020). "Regulatory Frameworks and Public Health Perspectives on 
Vaping." Tobacco Control. 
6. Higgins, S. T., et al. (2019). "E-Cigarettes for Smoking Cessation: An Updated Review." 
Tobacco Control. 
7. Klein, E. G., et al. (2021). "The Impact of FDA Regulations on Tobacco Products." 
Environmental Research and Public Health. 

TSFA ARTICLE TNSmokeFree.org 3

http://TNSmokeFree.org


Tennessee Smoke Free Association (TSFA) December 1, 2025

8. Miech, R. A., et al. (2019). "Trends in Adolescent Vaping and Cigarette Smoking." 
American Journal of Public Health. 
9. National Academies of Sciences, Engineering, and Medicine. (2018). "Public Health 
Consequences of E-Cigarettes." The National Academies Press. 
10. Schneider, H. G., et al. (2021). "Youth Vaping: Public Health Perspectives." Tobacco 
Control. 
11. Sinha, D. N., et al. (2021). "Addressing Youth Vaping: Public Health Implications." 
Journal of Global Health. 
12. Zeller, M. & Holmes, D. (2020). "Navigating the Regulatory Landscape of Vaping in the 
United States." Tobacco Regulatory Science. 

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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