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As the medical field continues to devote much of its attention towards the ongoing COVID-19
pandemic, a new threat to public health has unfortunately emerged—E-cigarettes or Vaping
Associated Lung Injury (“EVALI”).[1] Although EVALI is a relatively new medical phenomenon, as of
February 18, 2020, sixty-eight Americans have died from EVALI, and a reported 2,807 Americans
have been hospitalized as a result of the illness.[2] With the number of individuals who vape expected
to reach 55 million this year,[3] the vaping industry is in desperate need of uniform, federal regulation
aimed at ensuring manufactures adequately warn individuals about the serious health risks associated
with vaping.[4]
While an recent article published by the Center for Disease Control (“CDC”) concluded that the EVALI
outbreak was essentially over after the agency allegedly identified the primary cause of the illness, the
data relied upon by the CDC arguably does not support their overly definitive conclusion.[5] To
elaborate, after the CDC began periodically collecting data on the illness in early August of 2019, the
agency noticed that the number of EVALI related hospitalizations rose dramatically from roughly 30
cases total to just under 240 cases reported in a single day on September 15, 2021.[6] Moreover, it
was not until around the same time the CDC limited its collection of EVALI data to cases where the
individual was hospitalized or died that the agency began to mention a noticeable decline in the number of reported cases.[7] Further, the CDC only
formally collected data on EVALI for just six months before unilaterally deciding to end their investigation.[8] As such, given the briefness of the CDC’s
investigation and the agency’s failure to account for non-hospitalized cases of EVALI, the agency’s conclusion is arguably overly definitive and effectively
functions to downplay the prevalence of the illness.[9]
When doctors at Yale were observing the first cases of EVALI,[10] the Food and Drug Administration (“FDA”) introduced the Deeming Rule which formally
established the agency’s authority to regulate e-cigarettes and allowed the Center for Tobacco Products (“CTP”), a subsidiary agency of the FDA, to enforce
Electronic Nicotine Delivery Systems (“ENDS”) regulations as it would over other tobacco products.[11] The FDA claimed to have the power to regulate the
vaping industry under the legislative authority Congress delegated to the agency via the Family Smoking Prevention and Tobacco Control Act of 2009
(“TCA”).[12] Broadly, the Deeming Rule imposed several reporting, registration, and premarket review regulations on ENDS manufactures.[13] While the
FDA indicated it would briefly delay enforcement of the premarket review regulations for existing vape products already on the market,[14] new ENDS
manufactured after the Deeming Rule’s effective date were nevertheless required to apply for FDA review and approval before they could be sold to the

public.[15]
However, in August of 2017, the FDA published official guidelines (“2017 Guidance”) that extended review and approval application deadlines to as late
as 2022, and effectively allowed ENDS manufacturers to easily avoid the premarket requirements set out in the Deeming Rule.[16] Put differently, instead of
addressing the growing public health concerns related to EVALI and other pulmonary illnesses caused by vaping, the 2017 Guidance allowed unapproved
vaping products to be manufactured, marketed, and sold for five years or longer without their labels, ingredients, or flavors ever being reviewed or
approved by the FDA.[17] As a result, some ENDS labels arguably may not sufficiently warn potential users about the health risks associated with many of
the toxic chemicals found in these unapproved products.[18]
Unfortunately, the FDA’s lackadaisical approach to regulating the vaping industry went largely unnoticed for almost two years. However, in American
Academy of Pediatrics v. FDA, the weak regulatory efforts of the agency were exposed after the Plaintiff sued claiming that the FDA violated the TCA by
allowing unapproved ENDS to be sold to the public.[19] The District Court agreed with the Plaintiff and vacated the 2017 Guidance after admonishing the
FDA for failing to address substances found in unapproved vaping products that are believed to pose an inherent danger to public health.[20] Further,
because the 2017 Guidance indicated that the FDA was not going to enforce the premarket review and approval application requirements on any ENDS
manufactures, the Court reasoned that the FDA was “abdicating its statutory duty.”[21] Regrettably, because the FDA appealed the Court’s decision, not
much has changed since the case was concluded at the District Court level.[22]
Despite the past failures of the FDA and CDC, the federal government is nevertheless well equipped to have a meaningful impact on the current problems in
the vaping industry.[23] While states and municipalities are also permitted to regulate vape products,[24] because the federal government is not plagued by
jurisdictional limitations, it has the unique ability to enact uniform regulations that will apply in all 50 states.[25] Further, because there are multiple federal
agencies capable of regulating and monitoring the vaping industry, the federal government has the manpower and resources necessary to facilitate the in
kind of cooperation required to combat the vaping industry’s present problems.[26]
To summarize, while data is scarce, it is undisputed that EVALI and other vaping related illnesses pose a serious threat to public health and should not be
taken lightly.[27] However, it is not too late for the federal government to address these public health concerns by enacting the uniform regulations the
vaping industry desperately needs. Nevertheless, if federal agencies do not begin to learn from their mistakes, cases of EVALI and other vaping-related
illnesses will arguably only become more common until the vaping industry is properly regulated.
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