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Abstract

	Contrary to a tradition of the FDA (Federal Food and Drug Administration) consistently maintaining that it could not assert jurisdiction over tobacco products, the agency issued a determination of jurisdiction over cigarettes and smokeless tobacco and proposed a set of regulations in 1996 in an effort to combat the public health problems caused by tobacco products.  Rather than a complete ban, the FDA proposed regulations aimed solely at younger Americans due to its conclusion that such an approach was safer for the public health.  Despite a variety of arguments by the FDA, the Supreme Court held that the FDA could not assert jurisdiction over tobacco products because Congress had directly addressed that precise question and had precluded the FDA from regulating cigarettes and smokeless tobacco.  Examining the FDA regulatory scheme as well as the several pieces of tobacco-specific legislation enacted by Congress, the Court found that the FDA’s regulation of tobacco products would be contradictory to the FDCA (Food, Drug, and Cosmetic Act) as a whole and to Congress’ intent to adopt a separate regulatory regime for tobacco products.  Through a narrow interpretation of the FDCA and a broad reading of the tobacco-related legislation broadly, the Court concluded that Congress could not have intended the FDA to regulate cigarettes and smokeless tobacco.

Introduction
	The overarching mission of the Federal Food and Drug Administration (FDA) is to protect the public health, and in its continuous pursuit of that goal, in 1996 the FDA published a set of regulations in an effort to control the increasing public health problems caused by cigarettes and smokeless tobacco. Regulations Restricting the Sale and Distribution of Cigarettes and Smokeless Tobacco to Protect Children and Adolescents, 61 Fed. Reg. 44396 (Aug. 28, 1996).  The regulations aimed to diminish access to tobacco and nicotine by children and adolescents and to minimize promotional and advertising materials perceived as particularly attractive to younger people.  The FDA found that it had the authority to issue such regulations due to its determination that it had jurisdiction under the Federal Food, Drug, and Cosmetic Act (FDCA) over tobacco products. Nicotine in Cigarettes and Smokeless Tobacco is a Drug and These Products are Nicotine Delivery Devices under the Federal Food, Drug, and Cosmetic Act: Jurisdictional Determination, 61 Fed. Reg. 44619 (Aug. 28, 1996).  The assertion of jurisdiction was predicated on the finding that cigarettes and smokeless tobacco were medical devices that delivered a drug called nicotine.
	In order for the FDA to assert control over a certain product, it must be deemed a food, drug, medical device, or cosmetic.  While tobacco products are surely not subject to food or cosmetics requirements, the FDA concluded that cigarettes and smokeless tobacco fell within the drug and device categories.  Under the FDCA, drugs are defined as “articles (other than food) intended to affect the structure and/or any function of the body,” and a device is, “an instrument, apparatus, implement, machine, contrivance, implant, in vitro reagent, or other similar article intended to affect the structure or function of the body which does not achieve its primary intended purposes through chemical action within or on the body.” 21 U.S.C. §321(g)(1)(c) and (h)(3).
	As described in its 1996 publications, the FDA found that cigarettes and smokeless tobacco do affect and are intended to affect the structure or function of the body within the meaning of the FDCA’s definitions of “drug” and “device”, although it did not require that the products meet the general standard of intent. 61 Fed. Reg. at 44,397.  It concluded that the nicotine in cigarettes and smokeless tobacco is a “drug,” which produces significant pharmacological effects, including satisfaction of addiction, stimulation, sedation, and weight control, and that cigarettes and smokeless tobacco themselves are the devices through which the drug is delivered. Id.
	Under the Safe Medical Devices Act of 1990, “combination products” were recognized for the first time as products distinct from pure drugs and devices.  By definition, combination products are those which constitute a combination of a drug, device or biological product. 21 U.S.C. §353(g)(1)  The FDA thus concluded that cigarettes and smokeless tobacco are “combination products,” consisting of a drug (i.e., nicotine) and device components intended to deliver nicotine to the body. 61 Fed. Reg. at 44,397.
	Under the FDCA, the FDA can choose to regulate combination products under its rules for drugs, devices, or both, and it can use its discretion in determining which rules are most protective of the public health.  In the case of cigarettes and smokeless tobacco, the FDA decided to implement the restrictions using the rules in the device category, including the restricted device authority in section 520(e) of the FDCA 21 U.S.C. §360(j)(e)..  “Because the universe of devices is extremely diverse, presenting a broad spectrum of safety and effectiveness issues, the Medical Device Amendments include a wide range of regulatory controls….  The Medical Device Amendments are…designed to allow the agency to regulate individual devices with controls that are tailored to address the safety and effectiveness problems raised by those devices.” 61 Fed. Reg. at 44,404.  The device rules allowed the agency more discretion and let it adopt the middle-of-the-road solution it presumed was most protective of the public health.  It could implement regulations that permitted continued marketing of the products while imposing restrictions aimed at preventing younger people from becoming addicted. As explained below, the Court found such an approach fatally flawed.
	Typically, in order to prove the intent requirement in the definition of drugs and medical devices, the FDA relies on express claims made by the manufacturers that their products deliver therapeutic benefits, but in this instance, the FDA adopted a divergent approach.  In the case of cigarettes and smokeless tobacco, manufacturers never made express health claims.  Their advertisements and product labels never suggested that their products would deliver therapeutic benefits.  In order to bypass this hurdle, the FDA argued that, in order to satisfy the intent requirement, it need not find that manufacturers made express claims about therapeutic benefits but that other measures, such as consumer use, were adequate.  In this case, the degree and quality of consumer use was sufficient to prove that tobacco manufacturers intended to affect the structure or function of the body.

	Having concluded that it could assert jurisdiction over cigarettes and smokeless tobacco, the FDA put forth a set of regulations, and in an effort to properly protect public health and at the same time to take into account the dramatic impact of an outright ban, the FDA proposed a sort of compromise solution.  The regulations were aimed primarily at younger Americans and retained a sphere of non-regulation over significant areas of tobacco sales and use.  “The regulations prohibit the sale of nicotine-containing cigarettes and smokeless tobacco to individuals under the age of 18; require manufacturers, distributors, and retailers to comply with certain conditions regarding the sale and distribution of these products; require retailers to verify a purchaser's age by photographic identification; prohibit all free samples and prohibit the sale of these products through vending machines and self-service displays except in facilities where individuals under the age of 18 are not present or permitted at any time; limit the advertising and labeling to which children and adolescents are exposed to a black-and-white, text-only format; prohibit the sale or distribution of brand-identified promotional nontobacco items such as hats and tee shirts; prohibit sponsorship of sporting and other events, teams, and entries in a brand name of a tobacco product, but permit such sponsorship in a corporate name; and require manufacturers to provide intended use information on all cigarette and smokeless tobacco product labels and in cigarette advertising.”  61 Fed. Reg. 44396.  The FDA feared the consequences imposed by a total ban.  The dangers of a complete ban included the introduction of a black (i.e., unregulated) market for cigarettes and tobacco products, where for example high tar and unfiltered cigarettes could prosper, and a health care system unable to address the problems associated with nicotine withdrawal.  It also recognized the intensity of nicotine addiction and the vast numbers of American adults already addicted to the entirely lawful product.  As a result, the FDA proposed restrictions aimed at those eighteen and under but allowed cigarettes and smokeless tobacco to remain on the market for adults.  The FDA concluded that this was the best available option for protecting the public health.
	The FDA argued that concentrating its regulations on minors made good policy and good sense.  The agency found that, “[a]s long as children and adolescents become addicted to cigarette and smokeless tobacco use in these [high] numbers, there is little chance that society will be able to reduce the toll of tobacco-related illnesses. If, however, the number of children and adolescents who begin tobacco use can be substantially diminished, tobacco-related illness can be correspondingly reduced because data suggest that anyone who does not begin smoking in childhood or adolescence is unlikely to ever begin.”  As a result of these findings, the FDA catered its regulations to younger Americans who were presumably less likely to already be addicted to tobacco, for whom it is illegal to smoke, and in whose hands cigarettes and tobacco products still have the propensity to fall.  In addition, younger people are not generally equipped with the knowledge and foresight for making adequate determinations about the long-term health consequences of cigarettes and smokeless tobacco.
	Not surprisingly, tobacco manufacturers opposed the new regulations and quickly took action to halt the FDA’s sweeping measures.  Although not overwhelmingly concerned about the precise measures that the FDA had adopted, given that cigarette sales to minors made up only three percent of total cigarette sales in the U.S., the industry was concerned about the long-term impact of such power. Richard Kluger, Ashes to Ashes 759 (Alfred A. Knopf, Inc. 1996)  The industry feared that, if the FDA were able to assert jurisdiction over tobacco products and thus regulate their manufacture and sales, the agency could lawfully implement more drastic regulations in the future and cause much more detriment to the industry’s bottom line. Id.  Consequently, the industry immediately filed suit in federal district court in North Carolina, challenging the legality of the FDA’s assertion of jurisdiction and thus impeding the implementation of the regulations.
	The manufacturers argued that Congress clearly withheld from the FDA jurisdiction over tobacco products.  To the contrary, the District Court held that Congress had not withheld authority to regulate tobacco products and that the FDA maintained authority to regulate cigarettes and smokeless tobacco pursuant to the FDCA.  On appeal, the Court of Appeals held that the FDA lacked jurisdiction to regulate tobacco products as they were customarily marketed.  The Fourth Circuit concluded that FDA was precluded from regulating cigarettes and smokeless tobacco products, where manufacturers did not make express claims about therapeutic benefits.  The FDA subsequently petitioned for a writ of certiorari, and the Supreme Court agreed to answer the question of whether the FDA had authority under the FDCA to regulate tobacco products.
	Despite the abundance of discussion and debate on the issues of intended effects and express claims, the Court remarked that it need not resolve those questions.  The FDA’s jurisdictional claim was contradictory to congressional intent and thus the Court need go no further than deciding the case on those grounds. Food and Drug Administration, et al. v. Brown & Williamson Tobacco Corp., et al., 529 U.S. 120, 131-32 (2000).  The Supreme Court subsequently held that, considering the FDCA as a whole and Congress’ subsequent tobacco-specific legislation, it was clear that Congress had precluded the FDA from asserting jurisdiction to regulate tobacco products. Id. at 125.
	Given the breadth of the issues raised by the litigation between the FDA and tobacco manufacturers, it is no surprise that, from the beginning of the process, where it proposed the new regulations in the Federal Register, through the end of the litigation, which culminated in its brief to and its oral argument before the Supreme Court, the FDA sought to address a long line of arguments.  The questions posed included whether cigarettes and smokeless tobacco affect the structure and function of the body within the meaning of the FDCA, whether they are intended to affect the structure and function of the body within the meaning of the FDCA, whether they are combination products, whether FDA’s assertion of jurisdiction is warranted, and whether Congress precluded FDA from regulating tobacco products.  While the FDA’s series of arguments was thoughtful and thorough, it turned out that the Supreme Court needed to answer only one question: whether Congress intended the FDA to assert jurisdiction over cigarettes and smokeless tobacco.  Given that it answered the question of congressional intent in the negative, the Court went no further in addressing the other arguments raised by the FDA.
	This paper will attempt to uncover and expound what attempts were made by the FDA to head off the Supreme Court’s holding on congressional intent and will demonstrate how it ultimately failed to convince the Court.  In doing so, it will illustrate the conclusions reached by the Court on the issue of congressional intent and the counter-points proposed by the FDA.  In the end, it will become clear that, although the FDA did recognize and take up some of the issues involving congressional intent, the Supreme Court found them unconvincing, reading the text of the statute and the historical record in a way sufficiently narrow to bar FDA regulation.


1.	The Supreme Court Held, Under the Chevron Doctrine, that Congress Directly Addressed the Precise Question at Issue and that the FDA was Precluded from Asserting Jurisdiction over Cigarettes and Smokeless Tobacco.

	Although the prolonged processes of rulemaking proposal and litigation had addressed a wide range of issues, by the time the case reached the Supreme Court, the sole question to be answered by the Court was whether the FDA lacked authority under the FDCA to regulate cigarettes and smokeless tobacco.  At the threshold was the determination that, because this was a case involving an administrative agency’s construction of a statute that it administered, the Chevron analysis was proper. Id. at 132.  Under Chevron U.S.A. Inc. v. Natural Resources Defense Council, Inc., a court must first ask “whether Congress has directly spoken on the precise question at issue.” 467 U.S. 837, 842 (1984).  If it has spoken on the issue, the court, “must give effect to the unambiguously expressed intent of Congress.” Id. at 843.  However, if Congress has not directly addressed the question, the court must give deference to the construction provided by the agency, as long as it is permissible, given that the agency has greater expertise and knowledge of the subject at issue. Brown, 529 U.S. at 132 (internal citations omitted).  In its brief to the Supreme Court, the FDA focused primarily on the second prong of Chevron, arguing that the Court should give deference to the agency’s construction of the statute. Petitioner’s Brief at 16-17, FDA v. Brown & Williamson Tobacco Corp., 529 U.S. 120 (2000).  The FDA strongly believed that Congress had neither “unambiguously expressed [its] intent” nor “directly addressed the precise question at issue.” Chevron, 467 U.S. at 843.  After applying the Chevron analysis, the Court determined that Congress had spoken directly on the issue of tobacco regulation and precluded the FDA from asserting jurisdiction over cigarettes and smokeless tobacco.  The Court never addressed the second prong of the Chevron analysis.
	In fact, in regards to the second prong of Chevron, the Court stated that in extraordinary cases, like the one at issue here, it would hesitate before assuming that Congress had implicitly delegated the power of statutory construction to an agency. Brown, 529 U.S. at 159.  Given the tremendous impact of FDA regulation, including a potential ban on tobacco products, and tobacco’s unique position in American society, the Court would be reluctant to defer to an agency’s “expansive” construction of the statute. Id. at 159-60.  The majority was concerned about interpreting the statute so broadly as to grant jurisdiction to the agency, given the tremendous impact such an interpretation would have.  Instead, the Court restrained the FDA’s assertion of power by reading the FDCA narrowly and setting a high bar for non-preclusion.  By not reaching the second prong, the Court never had to address the reasonableness of the FDA’s interpretation.  Instead, it relied on the conclusion that Congress had directly spoken on the issue and had expressly precluded FDA regulation.


A.	The FDA Regulatory Scheme Taken as a Whole Precludes FDA Regulation of Cigarettes and Smokeless Tobacco.

	In regards to its review of the FDCA as a whole, the Court found it implausible that Congress intended the FDA to regulate tobacco products.  The FDCA regulatory scheme requires the FDA to ensure that products are safe and effective for their intended use; at the same time, it is widely known and documented that cigarettes and smokeless tobacco are unsafe and dangerous to health.  Consequently, if tobacco products were regulated as devices under the FDCA, the FDA would be required to remove them from the market.  However, considering the role that the tobacco industry plays in American and foreign commerce, in addition to Congress’ direct attention to tobacco and health through tobacco-specific legislation, the Court held that Congress has foreclosed the removal of tobacco products from the market.  Since cigarettes and smokeless tobacco can not be used safely and yet can not be banned, they do not fit within the FDCA’s regulatory scheme, and Congress never intended the FDA to have authority over their regulation.
	To the contrary, the FDA argued that for several reasons its conclusion that tobacco products are drugs and devices under the FDCA did not preclude the FDA from regulating cigarettes and smokeless tobacco.  First, classifying tobacco products as drugs and devices did not necessarily require the FDA to ban them.  Although the FDCA requires the FDA to ensure that drugs and devices are safe, the FDA can weigh the risks introduced by the product against its health benefits.  In this case, the FDA concluded that it would in fact be safer for the public health to allow the industry to manufacture and sell its products for use by adults, given the risks caused by nicotine withdrawal and black-market products.  The FDA dismissed the Fourth Circuit’s conclusion that the FDA could only weigh the risks and benefits of the actual use of a product by consumers, and could not balance the risks and benefits of leaving a product on the market.  In addition to there being no statutory language consistent with the Fourth Circuit’s conclusion, the FDA’s interpretation of the definition of “safe” would more adequately serve its public health mission.
	Secondly, even if the language of the FDCA required the FDA to ban tobacco products, such a conclusion should not detract from the reasonableness of the FDA’s interpretation that cigarettes and smokeless tobacco are drugs and devices under the FDCA.  Under Chevron, if Congress has not spoken directly on an issue, the reviewing court must give deference to the agency’s interpretation, as long as it is reasonable.  The determination of reasonableness should not depend on whether the result that would follow is satisfactory to the Court or to Congress.  If the outcome of the FDA’s lawful assertion of jurisdiction and imposition of regulations dissatisfied Congress, it could then amend the FDCA or impose a moratorium on the FDA’s rule. After the FDA concluded that saccharin was an animal carcinogen and thus that its continued sale as a food additive would be in violation of the FDCA, Congress imposed a moratorium that still remains in effect today.  However, the Fourth Circuit should not have based its determination of the reasonableness of the FDA’s interpretation on a presumably undesirable end.
	The FDA’s arguments for determining safety based on weighing the benefits and risks of taking a product off the market did not persuade the Court.  The Court found that, although the risks of banning a product should be considered when calculating the best public health outcome, the FDA’s judgment about leaving tobacco products on the market was “no substitute” for the specific safety regulations required by the FDCA. Brown, 529 U.S. at 140.  The FDA’s definition of “safe” was inconsistent with the FDCA, which requires the product itself to be safe as used by consumers.  The Court warned that “the FDA’s conception of safety would allow the agency…to compare the aggregate health effects of alternative administrative actions,” and stated that the FDA’s approach is a “qualitatively different inquiry.” Id. at 140.  “[A]lthough the FDA has concluded that a ban would be ‘dangerous,’ it has not concluded that tobacco products are ‘safe’ as that term is used throughout the [FDCA].” Id. at 140.  In the end, the Court held that the FDA could not conclude on the one hand that a drug or device could not be used safely for any therapeutic purpose, and yet at the same time, allow the product to remain on the market. Id. at 142.  At oral argument, several Justices rebuffed Solicitor General Waxman’s argument for a semi-ban based on the costs and benefits of removal, stating that under a proper reading of the statute, if the FDA were to regulate the products and they were deemed unsafe, they would have to be banned outright. Oral Argument at 4-5, 10, FDA v. Brown & Williamson Tobacco Corp., 529 U.S. 120 (2000).  As noted above, however, the Court held that Congress clearly did not intend for tobacco products to be removed from the market.  As a result, the Court found that there was no proper fit for the regulation of tobacco products within FDA’s regulatory scheme,  Brown, 529 U.S. at 143. and thus it never had to address the question of whether the FDA’s interpretation of the statute was reasonable.


B.	The Enactment of Tobacco-Specific Legislation and the Current Regulatory Scheme Precludes FDA Regulation of Cigarettes and Smokeless Tobacco.

	The Court determined that Congress’ enactment of six pieces of tobacco-specific legislation since 1965 was another clear indication that Congress had directly spoken on the issue of tobacco use and health and foreclosed the FDA from regulation. Id. at 143-56.  In response to a now famous 1964 report by the Surgeon General, which detailed the evidence for a causal association between smoking and deleterious health effects, including lung cancer, and signaled the need for governmental regulation over tobacco products, Congress enacted several pieces of legislation relating specifically to tobacco regulation, including the Federal Cigarette Labeling and Advertising Act (FCLAA) 15 U.S.C. §1334. and later the Comprehensive Smokeless Tobacco Health and Education Act (CSTHEA) 15 U.S.C. §4402..  Emphasizing that the FDA consistently held that it lacked authority to regulate tobacco products and that the congressional record marked a history of non-regulation of tobacco products by the FDA, the Court found that Congress had clearly created a distinct legislative regime for regulation of tobacco through legislation.  Since Congress had directly spoken on the issue of tobacco use and health and intended to develop a separate regulatory scheme, the FDA was precluded from regulation of cigarettes and smokeless tobacco despite its finding to the contrary.
	In general, the FDA asserted that its rule was compatible and could co-exist with other tobacco-related statutes and thus that the FDA’s assertion of jurisdiction over tobacco products should withstand judicial scrutiny. The FDA conceded that §897.36 of the rule, which forbade the use of labeling and advertising that omitted important information and lacked a fair balance, might have compelled manufacturers to incorporate a statement that related to smokeless tobacco and health in violation of the CSTHEA and to cigarettes and health in violation of the FCLAA. Consequently, it omitted §897.36 from the final rule.  None of the other legislation expressly exempted tobacco products from FDA’s jurisdiction and the rule imposed no “irreconcilable conflict” with the legislation. Petitioner’s Brief at 44, FDA v. Brown & Williamson Tobacco Corp., 529 U.S. 120 (2000).  Specifically, the FDA argued that the rule was not preempted by previously enacted tobacco-specific legislation, such as the FCLAA and the CSTHEA.  Under the FCLAA, Congress restricted all statements pertaining to smoking and health that appear directly on the cigarette package  15 U.S.C. §1334., and under the CSTHEA, Congress sought to regulate statements relating to the use of smokeless tobacco and health that appear on a package or advertisement of a smokeless tobacco product. 15 U.S.C. §4402.  However, the FDA’s rule required cigarette labeling unrelated to the “smoking and health” requirement, such as “established name” labeling, (i.e., “Cigarettes”) and statements about intended use and age restriction, and thus was not precluded by the FCLAA.  In addition, the legislative history demonstrated that Congress intended the FCLAA to preclude only warning or cautionary statements on cigarette packages.  With respect to the CSTHEA, the FDA’s rule pertained not to “statements” but rather to the locations or media in which smokeless tobacco was advertised.  In addition, similar to the FCLAA, the sections of the rule that required an actual “statement” did not relate to smokeless tobacco and health or consist of warning or cautionary statements on smokeless tobacco packages.  The FDA’s rule could co-exist with the tobacco-specific legislation enacted by Congress and thus should not be precluded.
	In addition, although Congress had spoken directly on the issue of cigarette and smokeless tobacco labeling, its regulatory scheme was narrowly-tailored and not necessarily comprehensive, and since the FDA’s rule did not conflict with the congressional purpose behind the regulatory scheme for tobacco products, it was not preempted. 61 Fed. Reg. at 44,545-46.  The FDA argued that the express language of the FCLAA and the CSTHEA set forth the full scope of preclusion for federal agencies.  Congress intended the legislation to extend no further than the language of the statutes make clear.  The FCLAA and CSTHEA were only to govern statements made on labels and in advertisements that related to tobacco products and health.  Thus, the FDA was not prohibited from imposing regulations other than cautionary, health-based statements.  In addition, the Alcohol, Drug Abuse, and Mental Health Administration Reorganization Act (ADAMHA), enacted in 1992, which conditioned federal grants on states having in effect a law that makes it illegal to sell tobacco products to children under eighteen, did not preclude FDA regulation in this area, by “preempt[ing] State or local requirements that [were] equal to, or substantially identical to, requirements imposed by or under the act.” Medtronic, Inc. v. Lohr, 518 U.S. 470, 496-497 (1996) (internal citations omitted).  While the FDA’s rule might seem to preempt state action in that area because its aims overlapped with those of ADAMHA, it in no way prevented states from complying with ADAMHA and in fact was entirely consistent with ADAMHA’s objective.  It would work to reduce youth smoking and thus advance the very outcome that Congress sought. 61 Fed. Reg. at 44,547.
	The FDA specifically rejected the Fourth Circuit’s conclusion that Congress intended the FCLAA’s scope to be broad and comprehensive. The FDA made similar, although less detailed, arguments about the CSTHEA.  The Fourth Circuit found that “Congress had a broad purpose to protect the national economy by allowing the continued marketing of cigarettes if the packages bear sufficient warning labels.”  However, the FDA argued that Congress intended, not to shield tobacco products from laws that affect their marketing practices for the sake of the national economy, but rather to provide protection in a more narrow sense – “from the burden imposed by diverse, nonuniform, and confusing cigarette labeling and advertising regulations.” Cipollone v. Liggett Group, Inc., 505 U.S. 504, 514 (1992).  In that case, the FDA’s rule would not interfere with the purpose and policy of the FCLAA.  Its regulations would not inflict diversity, nonuniformity, or confusion on cigarette labels and advertisements and thus would not preempt the FCLAA.
	However, the Supreme Court adopted the Fourth Circuit’s line of reasoning, holding that Congress intended to subject tobacco products to a less restrictive regulatory regime and to restrict the FDA’s power over tobacco products.  Evidence of Congress’ intent to limit the FDA’s authority came before the enactment of the FCLAA, as Congress repeatedly rejected proposals to include tobacco within FDA’s jurisdiction. See Brown, 529 U.S. at 147-48.  In 1965, Congress confirmed its intent to subject tobacco to a more limited regulatory scheme when it finally enacted the FCLAA.  Similar to the Fourth Circuit, the Court concluded that the FCLAA was meant to create a comprehensive program for the regulation of cigarette labeling and advertising.  In fact, the FCLAA’s “Declaration of Policy” stated that its goal was to protect “commerce and the national economy…to the maximum extent.” 15 U.S.C. §1331.
	With regards to the issue of labeling in particular, the Court pointed out that, even given the FDA’s normally broad labeling authority, Congress disallowed such power over tobacco products and found that the FDA’s regulation of tobacco products may not be able to co-exist with the FCLAA.  Generally, the FDA has authority over product labeling and is required to regulate the labeling of drugs and devices to protect the safety of consumers.  In particular, product labels must carry directions for use that ensure the protection of consumers 21 U.S.C. §352(f)(1)., provide warnings where use may be dangerous to health 21 U.S.C. §352(f)(2)., and be deemed misbranded “[i]f [they are] dangerous to health when used in the dosage or manner, or with the frequency or duration prescribed, recommended or suggested in the labeling thereof.” 21 U.S.C. §352(j).  The directives of the FCLAA and the CSTHEA regarding labeling of cigarettes and smokeless tobacco products certainly limit the FDA’s generally robust labeling power, and the Court emphasized that the FCLAA could even be viewed as incompatible with the FDCA. The Court found that the CSTHEA was quite similar to the FCLAA and thus made similar findings but engaged in less discussion about its specific language.  Although it did not find the FCLAA’s labeling power determinative of FDA preclusion, the Court disregarded the FDA’s arguments that preclusion was only warranted for warning or cautionary statements, but not for other labeling requirements. Brown, 529 U.S. at 149.  Citing Cipollone v. Liggett Group, Inc. 505 U.S. 504 (1992) (holding that the FCLAA preempted positive enactments that mandate warning labels but did not preempt state law damages actions)., the Court acknowledged that the FCLAA’s preemption provision did not necessarily foreclose FDA jurisdiction; however, it noted that it played a role in determining whether Congress intended to preclude the FDA from asserting jurisdiction, and in the end, the provision supported the Court’s holding that the FDA could not assert jurisdiction. Brown, 529 U.S. at 149.
	In the contention over whether Congress’ enactment of tobacco-specific legislation precluded FDA regulation, the FDA and the Court each employed interpretive techniques contrary to those used in their respective arguments about the FDA’s regulatory scheme taken as a whole.  When it discussed the FDA regulatory scheme taken as a whole (see Section A above), the Court took the view that the FDCA must be interpreted narrowly, for the expansive reading by the FDA did not comport with the safety provisions of the FDCA.  Under the FDCA, the FDA must ban unsafe products, and any attempt to justify leaving cigarettes and smokeless tobacco on the market proved too much for the Act.  Thus, the FDA’s expansive and, as follows, unreasonable construction fails.  However, on the issue of subsequent tobacco-specific legislation, the Court chose to read the statutes broadly, concluding that Congress intended the FCLAA and other statutes to cover the realm of tobacco regulation and thus to preclude the FDA from entering, while the FDA asserted that the regulatory scheme should be construed as narrow and non-comprehensive, leaving room for the FDA to regulate.
	The arguments made by the Court and the FDA on the different issues – the FDA regulatory scheme taken as a whole and the tobacco-specific legislation – could be viewed as inconsistent.  The Court interpreted the underlying statute narrowly and the subsequent laws broadly, while the FDA concluded that the tobacco legislation should be interpreted narrowly, preempting only specific areas of regulation, and the underlying statute should be construed broadly, allowing the agency to regulate.  On the other hand, there is some consistency: in both instances, the Court finds express intent by Congress to foreclose agency action and the FDA concludes that Congress has left room for the agency to maneuver. 
	Moreover, aside from the issue of potential conflict with other federal legislation, the FDA asserted that its prior position that it lacked jurisdiction over tobacco did not taint the reasonable conclusion that it should now be able to impose regulations.  First, an agency’s position is not “carved in stone” Petitioner’s Brief at 38, FDA v. Brown & Williamson Tobacco Corp., 529 U.S. 120 (2000), citing Chevron, 467 U.S. at 863., and “an agency is always free to change its position on an issue or its interpretation of a statute, as long as it offers a ‘reasoned analysis’ that justifies the change.” Petitioner’s Brief at 38, FDA v. Brown & Williamson Tobacco Corp., 529 U.S. 120 (2000), citing Rust v. Sullivan, 500 U.S. 173, 187 (1991), Chevron, 467 U.S. at 863-64, and Motor Vehicle Mfrs. Ass’n v. State Farm Mut., 463 U.S. 29, 42 (1983).  The FDA’s change in position was reasonable and warranted, given the mystery that has shrouded the tobacco industry.
	For much of the history of cigarettes and smokeless tobacco, the scientific evidence of their ill effects was scant.  Reasons to smoke consisted of the ubiquity of the habit and the image it provoked; any health concerns were limited to minor issues, such as cough and throat irritation.  Then and now, the FDA did not presume to be in the business of regulating the effects of looking cool.  Not until the last decade or so did the FDA, or any other health organization, know that nicotine was addictive, that most consumers of tobacco were in fact addicted, and that tobacco manufacturers knew that consumers used tobacco products to satisfy their addiction and even manipulated the production of tobacco to deliver higher levels of nicotine.  Such drastic revelations warranted the FDA altering its policy in its effort to protect the public health.
	Secondly, in addition to altering its stance on the facts, the FDA argued that it could change its position on the appropriate legal standard.  Normally the FDA regulates products only when manufacturers make express claims of therapeutic benefit.  However, there is no bar to the FDA asserting jurisdiction when there is overwhelming evidence of intent derived from other sources, such as consumer use.  The FDA lacked sufficient evidence for the many years that it maintained it had no jurisdiction over tobacco, but with the change in circumstances, it should now be able to conclude that the tobacco industry manufacturers products that affect the structure and function of the body, regardless of whether the manufacturers made claims of therapeutic value.  For those reasons, FDA jurisdiction is appropriate and warranted.
	The Court, however, took issue with the FDA’s inconsistency.  It noted that, in the adoption of each statute, Congress acted with the background knowledge of the FDA’s assertion that it had no jurisdiction over cigarettes and smokeless tobacco products.  In fact, up until the release of the report at issue in this case, the FDA had always maintained that it lacked authority to regulate in this area.  For instance, with the release of the Surgeon General’s report in 1964 and its alarming conclusions, Congress convened hearings in order to assess the need for legislation in an area that previously had been highly unregulated.  Although the Federal Trade Commission (FTC) immediately adopted rules requiring cigarette manufacturers to include warning labels on their products, FDA representatives testified at that crucial time that the agency lacked jurisdictional authority.  Against that backdrop, Congress enacted the FCLAA, subjecting the regulation of tobacco to a regime less-restrictive than that which the FDA would be required by statute to impose.
	In 1977, Action on Smoking Health (ASH), an anti-tobacco advocacy group, filed a citizen petition requesting the FDA to regulate cigarettes; throughout the petition process and subsequent litigation, the FDA maintained that it lacked jurisdiction absent express claims made by the vendors that they intended their products to be used as a drug.  The FDA also asserted that, since Congress had been aware of the FDA’s stance and had never acted to disturb its interpretation, it in effect conceded to the agency’s position.  In Action on Smoking and Health v. Harris, the Court of Appeals upheld the FDA’s position, stating that, because it would require expansion of the ambit of the FDCA, only Congress could bestow upon the FDA the authority to regulate in this area. 655 F.2d 236, 243 (C.A.D.C. 1980).
	When Congress again began considering new legislation dealing with cigarette use and public health in 1983, the FDA’s position on its jurisdictional authority remained the same.  The Assistant Secretary of the Department of Health and Human Services (HHS) testified, consistent with past FDA declarations, that the regulation of tobacco was an area that Congress had reserved for itself.  Congress, not the FDA, was responsible for regulating cigarettes.  Congress subsequently enacted three pieces of tobacco-related legislation, including the CSTHEA, and once again withheld regulation authority from the FDA.  Continuing through the 1980’s and into the 1990’s, Congress expressly rejected claims to expand the FDCA to allow the FDA to regulate tobacco products and instead adopted the ADAMHA in 1992, leaving no place for FDA regulation.
	Although it was enough for the Court that Congress’ actions since 1965 precluded an interpretation that would grant FDA authority to regulate tobacco products, the Court was also eager to point out that this was not a case of congressional inaction. Although the Court for the most part agreed with the Court of Appeals’ holdings in the case below, it rejected the Fourth Circuit’s reasoning that Congress’ failure to enact bills expressly authorizing the FDA to regulate was a case of congressional inaction.  While there is often controversy about how to interpret congressional inaction in a certain area of the law – whether to treat it as “fair game” because Congress has left it unregulated or as “off limits” due to an absence of express delegation from Congress – this case presented no such concern.  Here, Congress adopted several tobacco-specific statutes and thus created a distinct regulatory regime for cigarettes and smokeless tobacco.  In doing so, “Congress…affirmatively acted to address the issue of tobacco and health, relying on the representations of the FDA that it had no authority to regulate tobacco,” and as a result, the FDA was precluded from regulating cigarettes and smokeless tobacco products. Brown, 529 U.S. at 156.  
	Not surprisingly, the dissent took an opposing view on the question of congressional action.  The dissent argued that, aside from the views of individual legislators, Congress itself had generally remained silent on the issue of jurisdiction and spoke directly on the issue of FDA regulation only once. Id. at 186 (Breyer, J, dissenting).  In its enactment of the FDA Modernization Act of 1997, Congress asserted that it did not intend to affect the question of whether the FDA had jurisdiction to regulate tobacco products.  Addressing expressly the issue of jurisdictional authority, Congress was intentionally vague and refused to foreclose the issue of FDA jurisdiction.  The dissent thus contended that “the proper inference to be drawn from all of the post-1965 statutes…is one that interprets Congress’ general legislative silence consistently with [its] statement [that it did not intend to address the issue of jurisdiction].” Id. (Breyer, J., dissenting).  Particularly given the “critically ambivalent” history of tobacco-specific legislation, the legislative history could be understood as either “ratifying a no-jurisdiction assumption” or “leaving the jurisdictional question just where Congress found it.” Id. (Breyer, J., dissenting).  That both inferences are plausible should have precluded the majority from drawing the firm conclusion that Congress foreclosed FDA authority. Id. (Breyer, J., dissenting).
	Although the majority did not directly address the issue raised by the dissent regarding the 1997 statement, it found the dissent’s argument about congressional silence unavailing.  The majority found the dissent’s assertions that the history of tobacco-specific legislation was “critically ambivalent” inconsistent with the record.  As discussed above, the majority found that Congress clearly created a distinct and directly responsive regime of tobacco regulation, against the backdrop that FDA had no authority to regulate in this area.  This demarcation of separate spheres was particularly evidenced by its preemption of FDA authority to regulate cigarette labeling, despite the FDA’s general authority to regulate the labeling of products, and by Congress’ unusually extensive policymaking control in this area. Id. at 157-58.  Given the activities of Congress and the FDA to date, the “appropriate inference” is that Congress sought to preclude FDA jurisdiction consistent with the agency’s prior position. Id.
	The Court refused to concede that Congress intended the FDA to assert jurisdiction over tobacco products without an express statement to that effect, despite potential inferences to the contrary.  Given the lengthy history of tobacco and its significance in American economical and cultural spheres, congressional intent could only be inferred from an express authorization of power.  The Court was unwilling to fill the gap between the FDA’s position and congressional action to infer an intent for the FDA to regulate cigarettes and smokeless tobacco.  In this way, the majority evidenced its partiality for strict construction and express delegations of power in statutory interpretation.

Conclusion

	In conclusion, the FDA’s attempt to assert jurisdiction over cigarettes and smokeless tobacco faced several obstacles, but in the end, the only issue that proved relevant was that of congressional intent.  Despite the myriad of questions raised throughout the rulemaking proposal process and the litigation, the Court found that it need go no further than to conclude that Congress did not intend for the FDA to regulate tobacco products.  Given the inconsistency of the FDA’s interpretation with the structure of the FDCA as a whole and the breadth of the regulatory scheme of the tobacco-specific legislation enacted by Congress, the Court concluded that Congress had directly addressed the precise question at issue and that it had unambiguously expressed its intent that the FDA should not assert jurisdiction over tobacco products.  The powerful stature of tobacco products in American and foreign commerce, the backdrop of repeated FDA testimony that it did not have jurisdiction over cigarettes and smokeless tobacco, the rejection of several proposals to grant the FDA jurisdiction, and the restriction on the FDA’s otherwise substantial labeling authority supported the Court’s conclusion.  By construing the FDCA narrowly and the regime of tobacco-related legislation broadly, the Court concluded that, under the current regulatory scheme, Congress did not intend for the FDA to regulate tobacco products.

