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INTRODUCTION AND RULE 40(b) STATEMENT OF PURFPOSE

This case presents a question of exceptional legal and public significance: whether the Food
and Drug Administration ("FDA") has the statutory authority to regulate the sale and advertising of
tobacco products. FDA determined that it has jurisdiction to regulate tobacco products under the
Federal Food, Drug, and Cosmetic Act ("the Act") and, based on that determination, issued
regulations that restrict the sale and advertising of tobacco products to minors. The district court
upheld FDA's assertion of jurisdiction. However, a divided panel of this Court has now held that,
while tobacco products come within the literal language of the Act, they nevertheless are beyond the
reach of FDA's authority. That holding rests on basic legal errors regarding the meaning of the Act
and the role of the courts in reviewing an agency's construction of its organic statute. If those errors
are not corrected, one of the most significant public health initiatives of the past 50 years will be
thwarted, and the health — and ultimately the lives — of millions of people will be jeopardized. In
light of the grave legal and public health consequences of the majority's decision, panel rehearing
or consideration by the Court en banc is warranted.

Congress has given FDA broad authority to regulate "drugs" and "devices," defined by the
Act to include articles "intended to affect the structure or any function of the body." After
conducting the most extensive rulemaking proceeding in its history and evaluating substantial new
scientific and other information that has recently come to light, FDA concluded that cigarettes and
smokeless tobacco are "drugs” and "devices" under the Act because manufacturers carefully design
and engineer these products to deliver to the body a highly addictive substance — nicotine — with
the intent of producing quintessential pharmacological effects. The overwhelming evidence
established that tobacco products cause effects that are within the very core of FDA's statutory public

health mission and are hazardous to health.
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The agency decided that the best way to address the unique public health problems caused
by tobacco use is to limit the access of children under age 18 to cigarettes and smokeless tobacco,
and to restrict the advertising that makes such products attractive to young people. FDA concluded
that these restrictions, in conjunction with state and local efforts, can be expected to reduce underage
tobacco use substantially. The public health consequences of such a reduction would be dramatic.
More than 400,000 people die each year from tobacco-related illnesses — more than from AIDS,
al¢ohol, car accidents, homicides, suicides, illegal drugs, and fires combined. Over 80% of adult
smokers start this addictive habit as children, and nearly 3,000 young people begin smoking each
day. A significant reduction in tobacco use by minors would therefore extend the lives of countless

— people who otherwise would face serious illnesses and death as a result of tobacco use.

This is also perhaps the most important administrative law case to com.e before this Court
in decades. In its ruling, the panel majority failed to apply or follow the framework of Chevron
U.S.A. Inc. v. Natural Resources Defense Council, Inc., 467 U.S. 837 (1984), at a number of steps
in its analysis. And, as the dissent points out, the majority also etred in looking for evidence that
Congress delegated to FDA jurisdiction over the specific subject of tobacco products. The Act's
wording and history make clear that Congress defined "drug" and "device" broadly and assigned this
expert agency the authority to determine whether the scope of those definitions includes both new
products and old ones for which new information arises.

Rehearing by the panel or en banc is thus warsanted under Cir. R. 40(b) and Fed. R. App. P.
35(a) because, in counsel's judgment, the majority's failure to follow the course prescribed by the
Supreme Court in Chevron and its misconception regarding the way Congress intended FDA to
administer the Act constitute fundamental and material flaws in the decision's legal reasoning and

holding. The importance of the legal and public health issues at stake is also beyond dispute.
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STATEMENT

1. The Act grants FDA authority to fcgulate "drug[s]" and "device[s]." Rather than
identifying the myriad items that may fall within either category, Congress defined these terms
broadly. Thus, both drugs and devices include articles "intended to affect the structure or any
function of the body.” 21 U.S.C. §§ 321(g)(1)(C), (h)(3). As the Supreme Court concluded in
United States v. An Article of Drug * * * Bacto-Unidisk, 394 U.S. 784, 798 (1969), "Congress fully
intended that the Act's coverage be as broad as its literal language indicates,” especially given
"the Act's overriding purpose to protect the public health” (emphasis added). It is therefore FDA's
task to decide whether a particular item falls within the scope of its "drug" or "device" authority.

In response to petitions from public health organizations asking FDA to regulate tobacco
products, the agency conducted an extensive mveétigan' on, issuedla proposed rule and jurisdictional
analysis, and invited public comment. 60 Fed. Reg. 41314 (1995). In August 1996, FDA issued the
detailed jurisdictional determination and regulations here at issue. 61 Fed. Reg. 44396 (1996). The
agency found, on the basis of extensive scientific documentation in the record, that the nicotine in
tobacco products "affect{s] the structure or any function of the body" because it causes and sustains
addiction, results in other psychoactive effects (such as sedation and stimulation), and affects weight.
Id. at 44630, 44664-85. In short, nicotine affects the brain in precisely the same way as other
addictive drugs regulated by FDA, such as amphetamijnes. /d. af 44700. FDA also found that
substantial new evidence establishes that these pharmacological effects are "intended” because: (i)
a reasonable manufacturer could foresee that consumers will use tobacco to satisfy their nicotine
addiction; (ii) consumers use tobacco nearly exclusively to obtain nicotine's pharmacological effects;
(iii) manufacturers know that consumers use their tobacco products primarily for nicotine's

pharmacological effects; and (iv) manufacturers have deliberately and carefully designed tobacco

3
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products to deliver pharmacologically active doses of nicotine. /d. at 44630, 44686-45204.

Based on the voluminous record evidence showing the intended pharmacological effects of
nicotine — none of which is disputed here — FDA concluded that the nicotine in cigarettes and
smokeless tobacco is a drug. Jd at 45207. FDA further found that such products are not simply
packaged nicotine, but rather "'a highly engineered product™ with "device" components that "have
been carefully designed to deliver controlled, pharmacologically active doses of nicotine” to the user.
Id. at 45209; see also id, at 45213-14. Thus, FDA determined that cigarettes and smokeless tobacco
fall squarely within the definitions of drug, device, and "combination products." /d. at 45208-16.

Having concluded that these products are within its jurisdiction, FDA found that regulation
of these products is warranted because of the serious threat to public health caused by tobacco use.
k_i. at 44398. Moreover, given the large number of Americans who are currently addicted to nicotine
and the adverse health consequences of withdrawing tobacco products from the market, including
the likely creation of black markets that would provide products that are potentially more dangerous
to health (id. at 44405, 44413), FDA decided on a regulatory approach tailored to the unique public
health threats posed by tobacco use. Because over 80% of adult smokers started this addictive habit

-as children, and nearly 3,000 young people begin smoking each day (id. at 44398, 44422), FDA
concluded that the most appropriate way to address the disease and death caused by tobacco products
is to prevent minors from beginning use of tobacco products. Accordingly, the agency decided that
adopting regulations that both limit minors’ access to these products and restrict the advertising that
makes cigarettes and smokeless tobacco so attractive to young people is the most effective way to
accomplish the public health goals of the Act. Jd. at 44398-99.

2, Tobacco companies, acivertisexs, and retailers challenged the regulations on statutory and

constitutional grounds. They moved for summary judgment, arguing inter glia, that Congress has

4
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withheld from FDA the authority to regulate cigarettes and smokeless tobacco products as
customarily marketed. Applying Chevron, the district court held that FDA properly determined that
tobacco products fit within the broad "drug" and "device” definitions of the Act and, therefore, are
within the agency’s jurisdiction. The court rejected plaintiffs’ argument that, in other statutes,
Congress had effectively precluded the application of the Act's product definitions to tobacco
products. The district court therefore upheld the FDA regulations limiting the availability of
cigarettes and smokeless tobacco to youth. Coyne Beahm, Inc, v. FDA, 966 F. Supp. 1374, 1379-97,
1400 M.D.N.C. 1997). The district court ruled, however, that FDA's advertising restrictions were
not authorized by 21 U.S.C. § 360i(e)(1), which allows FDA to condition the "sale, distribution, or
use" of a device. 966 F. Supp. at 1397-1400. The district court thus did not reach plaintiffs’ First
Amendment objections to those restrictions. /d. at 1400 n.33.

The district court consequently denied summary judgment to plaintiffs on the issue of FDA's
jurisdiction, but granted their motion with respect to the advertising regulations, The court also
stayed implementation of certain access regulations that had not yet taken effect, even though it
upheld the agency's authority to issue those regulations.

3. Both sides appealed. In a split decision, this Court reversed the district court and ruled
that "FDA lacks jurisdiction to regulate tobacco products." Slip op. 14. It therefore struck down all
of the access and advertising regulations aimed at deterring minors' use of tobacco. Citing Chevron,
467 U.S. at 842-43, the panel majority stated that it must "examine whether Congress intended to
give the FDA jurisdiction over tobacco products,"” because "'the court, as well as the agency, must
give effect to the unambiguously expressed intent of Congress.” * * * [O]nly if the intent of Congress
is ambiguous [do] we defer to a permissible interpretation b& the agency.” Slip op. 17. It

emphasized, however (id, at 17-18):
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[T]he Supreme Court has stated that "[a] precondition to deference under Chevron

is a congressional delegation of administrative authority." Adams Fruit Co. v.

Barrett, 494 U.S. 638, 649 (1990). Accordingly, no deference is due the FDA's

construction of the Act unless it is acting within the bounds of its congressionally-

established authority.

To ascertain Congress's intent, the majority Jooked first to the Act's language and agreed that
its "definitions provisions may appear to support the government's position that tobacco products
fit within the Act's definitions of drugs or devices." Slip op. 20. But according to the majority, FDA
and the district court "failed to examine the literal definitions in view of the language and structure
of the Act as a whole." 1bid. The majority thus embarked on an independent analysis of numerous
provisions of the Act and concluded that tobacco products fail to fit within the overall regulatory
scheme for drugs and devices. Id. at 21-27,

Looking at what it termed "extrinsic evidence" of legislative intent, the maj oﬁty concluded
that "Congress did not intend to give the FDA jurisdiction over tobacco products in 1938 when it
passed the Act," as subsequent events allegedly confirm. Jd. at 28, The majority relied on the fact
that 2 number of bills have been introduced, but not enacted, in Congress over the years that would
have explicitly given FDA jurisdiction over tobacco products. 7d. at 33-34. The majority also
concluded that other statutes that address tobacco-related matters provide "comroborating evidence”
of Congress's intent that FDA not regulate tobacco products. 7d. at 34.!

Judge Hall dissented. He concluded that "[tJobacco products fit comfortably in the [Act's]
definitions of 'drug' and 'device,™ and, even if the "search for legislative intent [is expanded] beyond
the words of the statute, the evidence falls far short of demonstrating that Congress intended to deny

or withdraw jurisdiction over tobacco from the FDA." Dissent 45. He noted that "[tjhe majority

' The panel majority expressed no opinion on the district court's decisjon holding that FDA
has no statutory authority to restrict the advertising of devices. Slip op. 44 n.29.
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devote([d] approximately three paragraphs to the words that form the heart of the FDA's jurisdictional
claim"” and essentially "conced[ed] that tobacco products fit the {Act's] 'literal' definition of drug.”
Id. at 46. Judge Hall rejected the notion that allowing the continued sale (to adults) of tobacco
products that FDA has found to be unsafe is at odds with the statute, thus requiring invalidation of
the regulations as wholly beyond FDA's jurisdiction to adopt. He explained that "/A/ow the FDA
has chosen to regulate tobacco has no bearing on the question of wherther that agency has the
authority to regulate it at all{.] * * * It is no argument to say the FDA can do nothing because it
could have done more." Id. at 49.

The dissent also disagreed with the majonty's other conclusions. Judge Hall concluded that,
if legislative inaction "may be interpreted as 'ratification’ of the FDA's prior (no tobacco jurisdiction)
position," then Congress's inaction in the three years since FDA proposed the tobacco regulations
"would more than offset any ratification effect to be gleaned from the earlier inaction.” /d, at 49 n.1.
Examining the Act overall, he pointed out that "Congress did not 'intend’ that any particular product
be included"; indeed, the Act "was written broadly enough to accommodate both new products and
evolving knowledge about existing ones, and it was written that way on purpose," leaving it to the
"expert — the FDA —" to decide which products fatl within the scope of the Act. Id. at 50, 56. With
respect to FDA's prior decision not to Iregulate tobacco products, the dissent expressed the long-
standing principle that an agency is free to change its position, especially when new facts come to
light, as was true here, where FDA responided "to the increasing level of knowledge about the
addictive nature of nicotine and the manufacturer's deliberate design to enhance and sustain the
addictive effect of tobacco products.” Id. at 51. Judge Hall also examined in detail the other statutes
considered by the majority and concluded that, far from establishing a comprehensive federal

tobacco program, they address narrow concerns and do not reveal evidence of an intent to preclude

7
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FDA from exercising jurisdiction over tobacco products. Jd. at 52-56.2
ARGUMENT

The district court's opinion and Judge Hall's dissent, along with the necessarily abbreviated
discussion herein, demonstrate that major administrative law issues are at stake in this case of the
utmost importance to the nation's public health. Rehearing is therefore warranted.

The fundamental flaw in the majority's decision is its failure to follow the analytical course
prescribed by Chevron. The Supreme Court explains that the initial question in analyzing an
agency's construction of the statute it administers is "always" "whether Congress has directly
spoken to the precise question at issue. If the intent of Congress is clear, that is the end of the
matter; for the court, as well as the agency, must give effect to the unambiguously expressed intent
of Congress." Chevron, 467 'U.S. at 84243 (emphases added).

The panel majority did not — and could not — find that Congress has "directly” addressed
"the precise question" here, i.e., whether tobacco products fall within FDA's jurisdiction. In fact,
Congress has not named any particular items within FDA's junsdiction. See 21 U.S.C. § 321
(defining broad categories of products such as "food," "drug," and "device"). Thus, like Chevron
itself, this case presents a situation in which "the statute is silent or ambiguous with respect to the
specific issue.” 467 U.S. at 843. According to the Supreme Court, the question is then "whether
[FDA's] answer is based on a permissible construction of the statute." Jbid. Significantly, a
permissible construction need not be the only one possible, or the one that the Court itself would

adopt "if the question initially had arisen in a judicjal proceeding." /d. at 843 n.11.

? Judge Hall further concluded that FDA's choice to regulate tobacco products as
"combination products,” under its "device" authority, was permissible. He would also reverse the
district court's determination that FDA Jacks authority to restrict tobacco advertising. Dissent 56-59.

8



.14-22
SEP-24-1998 16712 noJ APPELLATE STAFF 282 514 7954 P.14

Rather than examining whether FDA's interpretation of the Act is "permissible,” the panel
majority undertook a de novo analysis c;f numerous provisions of the Act and a wide range of
"extrinsic evidence,"” contrary to Chevron's command of deference to the agency. Moreover, the
majority began its analysis by stating that "no deference is due the FDA's construction of the Act
unless it is acting within the bounds of its congressionally-established authority.” Slip op. 18.

To the extent that the majority believed that an agency is not entitled to Chevron deference
for its jurisdictional interpretations, its ruling is contrary to both Supreme Court and Circuit
precedent. See, e.g., Mississippi Power & Light Co. v. Mississippi ex rel. Moore, 487 U.8S. 354, 380-
82 (1988) (Scalia, 1., concurring) (collecting cases); Board of Governors of the Univ. of N.C. v.
United States Dep't of Labor, 917 F.2d 812, 816 (4th Cir. 1990), cerr. denied, 500 U.S. 916 (1991);
see also Oklahoma Natural Gas Co. v. FERC, 28 F.3d 1281, 1283-84 (D.C. Cir. 1994). Adams Fruit
Co. v. Barrett, 494 U.S. 638 (1990), on which the majority relies, addresses a different situation.
At issue in Adams was whether state workers' compensation laws bar private rights of action under
a federal migrant workers statute. The Supreme Court declined to give deference to a regﬁlation of
the Labor Department (which was not a party to the suit) because "it would be inappropriate to
consult executive interpretations * * * to resolve ambiguities surrounding the scope of [a] judicially
enforceable remedy.” Jd. at 650. In contrast, here FDA has interpreted the scope of its own
authority under the very law Congress directed that agency to administer, and that interpretation is
entitled to Chevron deference.

The majority's decision is likewise in error to the extent it can be read to invalidate FDA's
regulations under step one of the Chevron analysis. Based on extensive evidence of the effects of

nicotine on the function of the human body, FDA determined that tobacco products fall within the
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Act's definitions of "drug"” and "device." The majority did not set aside that conclusion by FDA,*
and, indeed, it proceeded in the remainder of its opinion on the assumption that FDA was correct on
the definitions' coverage of tobacco products. See Slip op. 20. FDA's jurisdictional determinatjon
should have been sustained under the panel majority’s assumption, because "Congress fully intended
that the Act's coverage be as broad as its literal language indicates." Bacto-Unidisk, 394 U.S. at 798.

The fallacy in the majority's approach is further revealed by its conclusion that "Congress
did not intend to give the FDA jurisdiction over tobacco products in 1938 when it passed the Act.”
Slip op. 28. As Judge Hall notes, "[t]he [Act] was written broadly enough to accommeodate both new
products and evolving knowledge about existing ones, and it was written that way on purpose.”
Dissent 50. In fact, Congress has not identified any particular product that is included within the
definition of "drug” or "device," thus necessarily leaving "a gap for [FDA] to fill." Chevron, 467
U.S. at 843. Further, legislation concerned with matters of science and technology, such as the Act,
cannot be given a static interpretation if its public health goals are to be realized. The Supreme
Court therefore recognized long ago that, given the Act's purpose to protect the public health, it
should be treated “as a working instrument of government." United States v. Dotterweich, 320 U.S.
277, 280 (1943). See also Brogan v. United States, 118 S. Ct. 805, 809 (1998) (the reach of a
statute's unqualified language often exceeds the precise matter to which it was originally directed).

Exemptions from the Act's individual product definitions are also instructive. See 61 Fed.

? Although the majority did not reject FDA''s finding that the effects of nicotine on the body
are "intended,” it stated that no other court has ever found that a product is "intended to affect” the
body, without an explicit manufacturer's claim in that respect. Slip op. 20. Many courts, however,
have stated that FDA. may rely on evidence other than manufacturers’ express claims in determining
intended use. See 61 Fed Reg. at 45160-66 (discussing cases). Axnd, as Judge Hall points out, "{n]o
other court * * * has been confronted with the type and quantity of evidence collected during the
rulemaking process in this case" — evidence that is undisputed for purposes of plaintiffs’ summary
judgment motion. Dissent 47; see Slip op. 14.

10
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Reg. at 45254, Most notably, in 1994, Congress exempted "tobacco” from the definition of "dietary
supplement.” 21 U.S.C. § 321(ff)(1). Many di¢tary supplements had previously been regulated
under FDA's "drug" authority. The explicit exemption of tobacco from dietary supplements, but not
from the "drug" or "device" definitions, shows that Congress "knows how to exempt tobacco"”
(Dissent 52 n.3) and has chosen not to do so elsewhere in the Act.

Despite the broad and clear statutory text, the majority concluded that Congress could not
have intended that FDA regulate tobacco products because, the majority believed, the regulatory
program adopted by FDA for such products does not fit neatly into the Act's overall scheme for
drugs and devices (e.g., the device classification and cease-distribution provisions). Slip op. 20-27.
The majority erred, however, in failing to defer to the expert judgment of the agency Congress
charged with administering the Act concerning the appropriate regulatory approach for tobacco
products. FDA interpreted the Act as providing it the discretion to decide how best to regulate these
products. For example, 21 U.S.C. § 360f(a) provides that FDA "may" initiate a proceeding to ban
a device after determining whether the device presents "an unreasonable and substantial risk of
illness or injury.” This section plainly "gives the agency ample discretion to balance the unique
circurnstances surrounding [tobacco] product{s].” 61 Fed. Reg. at 44413. To be sure, in determining
the safety and effectiveness of a device for certain purposes under the Act, FDA is to weigh "any
probable benefit to health from the use of the device against any probable risk." 21 U.S.C. §
360c(a)(2)XC). The Act, however, does not dictate what balance the agency is to strike or how its
goals should be achieved.

Thus, FDA explained that, although "tobacco products are unsafe, as that term is
conventiopally understood, * * * the determination as to whether there is a 'reasonable assurance of

safety’ involves consideration of not only the risks presented by a product but also any of the
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countervailing effects of use of that product, including the consequences of not permitting the
product to be marketed." 61 Fed. Reg. at 44412-13. FDA weighed the risks of leaving tobacco
products on the market against the significant health risks to addicted adults that could result from
the products' sudden withdrawal. 4. at 44413 (noting that health care systems could be over-
whelmed, available pharmaceuticals may be unable to treat withdrawal symptoms of many tobacco
users, and biack markets with even mote dangerous products could develop). The agency therefore
chose not to ban tobacco products entirely, but rather to attack this public health problem when it
begins, by prohibiting the sale and promotion of such products to children and adolescents. /bid.
Consistent with its usual practice, FDA also chose not to defer regulation of tobacco products
pending classification. Jd. at 44412.

In any event, as the dissent correctly and succinctly points out, "whether the regulations
contravene the statute is a question wholly apart from whether any regulations could be issued.”
Dissent 49. FDA's decision to regulate tobacco products in a particular manner {(e.g., to promulgate
restrictions before classifying, and not to take action under the Act's misbranding and cease
distribution provisions) cannot, as a matter of law, mandate the conclusion that the agency has no
jurisdiction over the product at all.* Rather, it raises the entirely separate question whether, because
FDA has jurisdiction to regulate tobacco products, the Act compels the agency to ban such products.
Thus, the majority has incorrectly used FDA's expert scientific and public health decision not to
order the drastic measure of removing tobacco products from the market as a legal ground for finding
that the agency has no regulatory authority whatsoever in this area.

The majority also relies heavily on FDA's prior position that it did not have jurisdiction to

“The fact that administrative enforcement decisions are not judicially reviewable underscores
FDA's wide discretion in this arca. See Heckler v. Chaney, 470 U.S, 821, 835 (1985).

12
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regulate tobacco products unless the manufacturer made therapeutic claims about the product's effect
on the body. But the majority fails to acknowledge the voluminous, undisputed factual record
compiled in this rulemnaking of the changed circumstances supporting FDA's current position. No
mention is made of the new scientific evidence discussed in detail in the statement accompanying
the final regulations, establishing that nicotine is highly addictive, most persons use tobacco products
to satisfy that addiction, and "manufacturers design their products to sustain such addiction.”
Dissent 52. This is precisely the circumstance foreseen by the D.C. Circuit in 4SH v. Harris, 655
F.2d 236, 239 (D.C. Cir. 1980), which upheld FDA's former position, but expressly recognized that
FDA could obtain evidence in the future to support its jurisdiciion over tobacco products. The D.C.
Circuit therefore cautioned that "[n]othing in this opinion should suggest that [FDA] is irrevocably
bound” by its prior declination of jurisdiction. Id. at 242 n.10. See Rust v. Sullivan, 500 U.S. 173,
186-87 (1991). Indeed, the broad language of the Act contemplates that FDA will have the
flexibility to adopt suitable regulatory measures as knowledge evolves.

The majority nevertheless determined that FDA's statutory authority to respond to new
information and to protect public health as necessary is impliedly curtailed because Congress has
not ena:c‘ted bills that would have given FDA explicit jurisdiction to regulate tobacco products. In
its view (Slip op. 33), this case presents a "strong case of legislative acquiescence" equal to that

recognized in Bob Jones Univ. v. United States, 461 U.S. 574 (1983), where the Supreme Court

? It is also difficult to square the majority's reasoning on this point with Larus & Brother Co.
v. FCC, 447 F.2d 876 (4th Cir. 1971), in which this Court upheld the FCC's reversal of its earlier
requirement that broadcasters provide equal time to tobacco companies to respond to anti-smoking
messages. This Court noted that "[t]he fainess doctrine requires a current judgment, and it would
lose its vitality if the [FCC] and licensees could not reasonably determine on facts before them that
an issue is no longer controversial.” /d. at 881. FDA should be no less entitled to change its position
on an important public health matter when, as here, substantial new evidence compels it.

13
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construed Congress's inaction as ratification of an agency's position. But unlike FDA's prior
decision not to exercise jurisdiction over tobacco, Bob Jones involved agency action, followed
immediately and consistently over many years by not only Congress's failure to act, but also
affinnative manifestations of congressional acquiescence in enacted law. /d. at 599-602. Cf, Motor
Vehicle Mfrs. Ass'n v. State' Farm Mut. Auto. Ins. Co., 463 U.S. 29, 45 (1983) (while an agency
interpretation may be ratified by Congress, "even an unequivocal ratification — short of statutory
incorporation * * * would not connote approval or disapproval of an agency’s later decision to
rescind the regulation”). Moreover, legislative inaction can just as readily imply that FDA already
has authority to regulate tobacco products. See Central Bank of Denver v, First Interstate Bank of
Denver, 511 U.S. 164, 187 (1994); see also Dissent 49 n.1; United States v. Estate of Romani, 118
S. Ct. 1478, 1487-88; id. at 1488-89 (1998) (Scalia, J., concurring).

The majority found the last indication of congressional intent to deny FDA jurisdiction over
tobacco products in "tobacco-specific” legislation, such as the Federal Cigarette Labeling and
Advertising Act {"Labeling Act"), Comprehensive Smokeless Tobacco Health and Education Act,
and Alcohol, Drug Abuse, and Mental Health Administration Reorganization Act. According to the
majority, these statutes are "comprehensive” and "address[] many of the activities that the FDA now
attempts to regulate.” Slip op. 41. However, Judge Hall correctly explained that these tobacco-
specific statutes reveal no Congressional intent to preclude FDA action. Dissent 52; see id. at 53-56.
Further, both the Supreme Court and this Court have given the Labeling Act a similarly narrow
construction. See Cipollone v, Liggett Group, Inc,, 505 U.S. 504, 518 (1992); Penn Advertising of
Balrimore, Inc. v. Mayor of Baltimore, 63 F.3d 1318, 1324 (4th Cir. 1995), vacated and remanded
on other grounds, 518 U.S. 1030 (1996), readopted and modified on remand, 101 F.3d 332 (4th Cir.

1996), cert. denied, 117 S. Ct. 1569 (1997).

14
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The majority's reliance on unenacted bills and the cvolution of other laws extended well
beyond the scope of inquiry that is proper under Chevron step one. Because the statutory text most
directly relevant to the jurisdictional inquiry — the defimitions of "drug” and "device" -
unambiguously supports FDA, the other provisions of the Act and materials that the majority
believed pointed in a different direction could, at most, only introduce ambiguity. It is precisely at
that point that Chevron deference was owed to FDA.

CONCLUSION

For the foregoing reasons, this petition should be granted, and these appeals should be
reheard by the panel or the Court en banc.

Respectfully submitted,
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Assistant Attorney General
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4th Circuit Decision -~ Background:
FDA Rule: Asserting its authority over tobacco products, the FDA in June 1996 issued
regulations which prohibited the sale of tobacco products to minors. Specifically, the Rule

establishes:

1) Youth Access Restrictions

. Sets minimum age of purchase at 18 years

. Requires age verification by photo ID for anyone 26 or younger

. Requires face-to-face sales (except for mail order sales)

. Bans vending machines and self-service displays except in facilities where only

adults are permitted

2) Advertising Restrictions

. Bans outdoor advertising within 1000 feet of schools and public playgrounds

. Restricts advertising to black-and-white text only (publications, outdoor, point of
purchase, direct mail, etc.), except in publications with a predominant adult
readership or at adult only facilities

. Prohibits sale or giveaways of products like caps or gym bags that carry cigarette
or smokeless tobacco product brand names or logos
. Prohibits brand-name sponsorship of sporting or entertainment events, but permits

it in the corporate name
3) Point of Purchase Restrictions

. Prohibits sales of single cigarettes or "loosies"

. Bans free samples

. Sets minimum package size at 20 cigarettes

. Restricts all point of purchase advertising and labeling to black-and-white text

only, except in adult only facilities

District Court: In April 1997, responding to the tobacco industry’s challenge to the 1996 FDA
rule, the US District Court for the Middle District of North Caroline upheld the FDA’s
jurisdiction to regulate tobacco products. The Judge also upheld the 1996 Rule’s age and access
restrictions, as well as the labeling requirements. However, the court said that the FDA did not
have the authority to regulate the advertising and promotion of tobacco products.

Pending appeal, the court delayed implementation of those provisions of the FDA rule which had
not yet gone into effect. Thus, only the age restriction and photo ID check requirement remained
in effect; the court enjoined implementation of all of the other provisions pending further action
by the court (i.e., the youth access restrictions other than age and photo ID checks, labeling and
point of purchase restrictions).

4th Circuit Appeal: Immediately following the District Court decision, both the Federal
government and the tobacco industry filed an appeal. The government appealed the District
Court’s decision that FDA lacked authority to regulate the promotion and advertising of tobacco
products, as well as the Court’s decision to enjoin certain provisions of the FDA rule. The
industry appealed the Court’s decision to affirm FDA authority.
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Q&A on Tobacco Court Decision
8/14/987

Isn’t the 4th Circuit tobacco decision a major set-back for the Administration?

The Department of Justice is examining the opinion right now. We should be able to
state our intentions shortly regarding seeking further judicial review.

The President is firmly committed to the FDA’s rule and its role in protecting our
children. Reaffirming the FDA authority over tobacco products is necessary to help stop
young people from smoking before they start by stopping advertising targeted at children
and curbing minors’ access to tobacco products. Currently, nearly 90 percent of people
begin smoking before age 18, despite the laws that make it illegal to sell cigarettes to
minors. Almost 3,000 young people become regular smokers each day, and 1,000 will
die as a result.

If the leadership in Congress would act more like parents and less like politicians, it could
enact bipartisan comprehensive tobacco legislation to reaffirm the FDA’s authority.
Instead the GOP leadership has done the bidding of Big Tobacco.
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STATEMENT BY THE PRESIDENT

The Solicitor General has today authorized the filing of a petition in the Court of
Appeals for the Fourth Circuit seeking rehearing en banc of the three-judge panel’s
decision regarding FDA regulation of tobacco products. | am firmly committed to
the FDA’s rule and its role in protecting our children from tobacco. Confirming the
FDA's authority over tobacco products is necessary to help stop young people from
smoking before they start by stopping advertising targeted at children and curbing
minors’ access to tobacco products. Almost 3,000 young people become regular
smokers each day, and 1,000 of them will die prematurely as a result. If the
leadership in Congress would act responsibly, it would enact bipartisan
comprehensive tobacco legislation to confirm the FDA’s authority and take this
matter out of the courtroom.
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smnkeless tobacen, products that are (under the assumed faets) acta-
ally designed to exert powerful and quintessentially drug-like effects
on the users, shouid escape FDA regulation because the products are
marketed as essential awouu'mnnmofamorecmiﬂngmmore
sophisticated lifestyle.

a

Tobaceo products, then, come squarely within the plain tetms of
the FDCA. If the words of a statute arc plain, "absent any ‘indication
thar doing s0 would frustrate Congress's clear intention or yield
patent shsurdity, our obligation is (o apply the statute as Congress
wrote it."" Hubbard v, United States, 514 U.S. 695, 703 (1995) (quot-
ing BFP v. Resofution Tynst Corparation, 511 U.S. 531, 570 (1994)
(Soutrr, J., dissenting)), w_mm
mg&msﬁ 117 S, Ct. 913, 916 (1957). The questions, then.

should be: Does upholding FDA ;msdtcnonovu-tobmﬁumw
clear congressiopal intent to withhold such jurisdiction? Is it patently
absurd? Does it “conflict with any other section of the Code, or with
any important atate or federal interest, [or] is & contrary view sug-
gested by the legislative history[7]" Ron Pair, 489 U.S. at 243, In
other words, given the plain language used in § 321(eXIXC), the
question should be whether the intent manifested by the words used
— that tobacco products are "drugs delivery devices” subject to FDA
regulation - iy trumped by evidence to the contrary,

The majozity seeks to show that the "context™ of these readily
understood words demonstrates that Cangress really mesnt something
else where tobacco is concerned. This search for context takes us into
“the overall regulatory scheme created by Congress™ (Msj. op. at 20)
aod "the history of evolving congressional regulation in the area®
(Maj. op. at 19) (citation omitted), the legislative history of th= FDCA
and related sextutes, and even congressional inaction. I will address
each avenue explared by the majority.

A

The mmjority opens with this argument; The FDA's mandate is to
prevent the nomketing of any dmg or device that is found to be
vasafe; tobacco products are unsafe; to allow the contimied sale of

18
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cigarettes is completely at odds with sach mandate; ¢rpo, the regula-

tions mwst be struck down. But whether the regulations contravens
the statute is a question wholly apart from whether any regulations
could be issued. How the FDA has chosca to regulate tobacco has ao
bearing on the question of whether that ageocy bas the authority to
regulate it a2 all, particularly when it iz agreed that the power to regu-
late under the FDCA includes the power (under the azsumed facts) to
mn tobacco products completely. The FDA made an eminently rea-
sopable decision to focus on preventing sddiction among children
while permitting sales to adults. See Fed. Reg. 44398-99, 44412-13.
It is no argement to say that the FDA can do nothing because it could
‘have dane more.

The majority’s analysis of the "extrinsic evidence” of congressional
intent stands on three legs: The Iack of any mention of tobacen in the
statute itself or the legislative history of the 1938 Act; the FDA's con-
sistent disavowal of any intention of taking jurisdiction over wobacco,
and, concomitantly, the general assumption that the agency was right;
smd the series of tobacco-related statutes enacted over the last thirty
yems.1l

The FDCA

In comstruing reroedial legislation, we muat be ever mindfol of the

salutary purpose of the statute.

" °The historical expansion of the definition of drug, and the
cxeation of a parallel concept of deviees, clearly show, we

v iy S

1 As a corollary to this third peint, the majority also relies an congres-
sional refusal to enact legislation thst would have expressly given the
FDAthewﬂwrityitmwclaims.S;leMaj. op. at 32-34. To whatever
mmmBMonmybemtetpmdn ‘ratification” of the FDA's

prior (oo tobacco jurisdiction) position, it would appear that Congress's
conhmedhmonm&cfnmofﬂlttmthuﬁollowedtheFDAa
announcement of the proposed tule three years ago (seg 60 Fed. Reg.
41314) would more than offset any ratification cffect to be gleaned from
the earlier inaction,

49
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think, that Congress fully intended that the Act’s coverage
be ax broad gs its literal language indicates—and equally
clearly, broader than any strict medical definidon might oth-
crwise allow. [W]e are all the more convinced that we mmst
give effect to congressional inteat in view of the well-
accepted principle that remedial lsgislation such as the
Food, Dmug, and Cosmetic Act is to be given a liberal con-
struction consistent with the Act’s overriding purpose to

protect the public bealth . . . .
United Stmes v, An Asticle of Drug . . . Bacto-Unidisk, 394 U.S. 784,

798 (1969).2 The majority starts off on the wrong foot when it asks
“whether Cangress intended to delegate jurisdiction over tobzeco
products to the FDA." Maj. op, at I5.

Congress did not *intend"” that any particular product be included;

as the district court noted, "[rlather than itemize each product subject
to regulaticn under the FDCA, Congress defined these categaries
broadly £o that cach encompasses a wide range of products.* Coyne
Reghmm v, FDA, 966 E. Supp. at 1380. An exhaustive list of covered
prodocts was neither feasible nor necessary; effective regulation
required flaxibility within broad parameters.

Poinfing out the cbvious — that the FDCA waz not originally

directed at tobacco — gets us nowhere, No one contends that Con-
gtess foresaw in 1938 that tobaceo was or might someday be included
as u "drug" under the FDCA. The operative congressional intent at the
ourset was simply to confer broad discretionary powers on the FDA
to regulate "dmgs® and “devices.” The FDCA was written broadly
enough to accommndate both new products and evolving knowledge

- about existing ones, and it was written that way on purpose.

2 Justice Frankfurter put it this way:

The parposes of thig legislation {[FDCA] thus touch phases of the
lives and health of people which, in the circumstaness of modery
industrialiem, are largely beyond self-protection. Regard for
these purposes should infuse construction of the legisiation if it
is to be treated g5 a working instrument of government and aot
merely as a ¢collection of English words,

Unite] States v, Dotterweich, 320 U.S. 277, 280 (1943).
50
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Until the nulemmking began in 1995, the FDA had interpreted the
FDCA to include tobacco products only when health claims were
‘made_ See Maj. op. st 29-30. The agency's refusal even extended to
opposing citizens’ petitiont to regulate cigaretees on cszentially the
same basis that is used in the regulations today. See, e.2.. ASH, 655
F_24 236. The agency’s current position is a response to the increas-
ing level of knowledge about the addictive naturc of nicotine and the
mannfacturer's deliberate design to enhance and sustain the addijtive
effect of tohacco products. When the caly tobacco-specific statutes
were being debated in Congress, the essential link betweez tobacco
and iliness had not yet been provea to the satisfaction of all. For
instance, during the floor debate on amendments to the FCLAA, Rep.
Perking stated that

[t is my feeling that not one of the tobacco farmers in my
district would knowingly produce any comumodity which,
when consurned, would cause the dread diseases which have
been claimed to be associated with tobacco, But the claims
. « - &re not proved. Tobacco has been bmpeached in passion
but it had not been convicted in fact. Facts, cold hard f{acts
arc the basis upon which congress shonld legislate.

Labeling and Advertising: ings Before cuse
Cormm._on Interstate and Foreipn Commerce, 91st Cong. 16 (1969). -

Well, the "cold hard facts” are now in.

It is a familior caxoom of edministrative law that an agency can
change its view of what action is possible or necessary, particularly
whea new facts come to light. See Rust v. Sullivan, S00 U.S. 173,
186-87 (1991) ("An agency . . . must be given latitude to adape its
tules and policies to the dermands of changing circumstances™) (cita-
tions and imternal quotation marks omitted). Even when upholding the
FDA's earlier denial of its own power to regalate tobacco, the court
added the following caveat:

Nothing in this opinion should suggest that the[FDA] is
irrcvocably bound by any long-standing interpretation and
representations thereof to the: legislative branch. An sdmin-

Sl
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istrative agency is clearly feee to revise its intetpretations....
The very structure of the ([FDCA] which the FDA mmst
adminigter, moreover, calls for case-by-case aualysis.
Shouldmagemydepmﬁumttspmrmrpmma how-
ever, it must provide a reasoncd explnnmm for its action.

. [citations omitted].

ASH, 655 F.2d-at 242 n.10.

Under the facts found by the FDA during the ruletnaking process,

it is now a scicntific certsimty that nicotine is extremely addictive and

that a large majority of tobacco users use the product to satisfy that

addiction; even more important to my mind is the new evidence that

the mamfacturers design their products to sustain such addiction. The
administrative record in this case is a perfect illustration of why an

agency's opporhunity to adopt a aew position should remain open.

Ihe Tobacco Statutes

As products of the democratic process, each tobacoo-specific stat-

ute is 3 balance of health, economic, and other concerns. The majority

cites this body of legislation as "comoborating cvidence of cstablished
congressional intent” to withhold jurisdiction over tobacco from the

FDA. Maj. op. at 34, Again, I think the majority’s appraach ignores

the findamentat source of jntent, the words of the stamute itself. Nev-

extheless, closer examination of these tobacco statutes reveals that

they form something less than Congress's "comprehensive program*

to address the tobacco problem. Absent a discernable intent to exchude :
future FDA action 3 that these statutes were written with kmowledge -

that the FDA foreswore jurisdiction over tobacco does not supply that
intent.

3 Congress cernainly knows how to exempt tobecco. The only mention
of twbacco in the FDCA was added in 1994 to explicitly remove tobacco
fiom the new exemption of “dietary supplements™ from the definition of
“drug.” See Pub. L. No. 103-407,§ 3(a), 108 Star. 4325, 4327 (codified
at 21 U.S.C. § 321(ff)). The criminal laws regarding narcotics jncorpo-
mate the definition of "drug” found in the FDCA, see 21 US.C.

§ 802(12), but the definition of “controlled substance,” which includes "a
drug.” specifically excludes tobacco, See 21 U.5.C. § B02(6).
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‘The first in this series, the Federal Cigaretre Labeling and Advertis-
ing Act (RCLAA),4 was coacted in response to the Surgeon General's
groundbreaking 1964 report linking smoking to health problenm. The
companies describe it as a statute that “set the boundaries of the fed-
eral regulstory role,” “clearly expresses a congressional intent that
precludes FDA jurisdiction over tobacco products,” “embedied the
vicw that Congress, itself, should retain all policy making authority
as to tobacco, even in aress open to regulation ® "ratified the estab-
Jished understanding that FDA does not have jurisdiction over
tobacco products,” “ruled out any later reading of the FDCA a5 an
“‘implicit® delegation to FDA . . . of authority to decide whether or
how to rogulate tobacco products and whether to ban them.” Compa-
pics® Opening br. 13, 18-20, An examination of the statute reveals
something contiderably more modext, something that will not bear
anything approaching the weight placed upon it by the companies or
The pmjority’s focus is § 1331, which reads:

It is the policy of the Congress, and the purpose of this
chapter, to establish a comprehensive Federal program to
deal with cigarerte labeling and advertising with respect o
amy relationship between smoking and health, whereby--

(1) the public may be adequately informed about any
adverse health effects of cigarette smoking by inclusion of
warning notices on each package of cigarettes and in each
advertisernent of cigarettes; and

(2) commerce and the national economy may be (A) pro-
tected to the maximum extent consistent with this declared
policy and (B) not impeded by diverse, nonunifonm, and
confusing cigarettz labeling and advertising regulations with
respect to any relationship between smoking and health.

This i8 a fr cxy from a comprehensive federal tobarcy program; it is

4 Tbe Comprehensive Smokeless Tobacco Health and Bducation Act,
15 U.S.C, §§ 44014407, more or less mirrors the FCLAA.
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. linle more than a mild respanse to one of the earliest official recogni-
ticns of an emerping heaith issue.

The marowness of the FCLAA was emphasized in Banzhaf v,
JFCC, 405 F.2d 1082 (D.C. Cir. 1968), where the court was con-
fronted with a post-FCLAA ruling by the FCC that requited radio and
television stations that carried cigarcite cormmercials to devote sigaifi-
cant broedeast time to permit the case to be made against smoking.
Then, as they do todsy, the tobacco companies argued that the
FCLAA embodied a clear congressional intant to precinde intrusions
into the repulation of tobacco by any agency. See id, at 1088, Judge
Bavelon, however, saw things differently:

n]hmmposlﬁveindiuﬁonsmnt(:mgtm's “compre-
hensive program® was directed at the relatively narraw spe-
cific issue of regulation of "clgarette labeling and
advertising.® . . . Nothing in the [FRCLAA) indicates that
Congress had any intent at all with respect to other types of
regulation by other agencies-- much less that it apecifically
meant to foreclosc all such rogulation. If it meant to db any-
thing 50 dramatie, it might reasonably be expected to have
said so directly . . . .

Id, xt 1089 (footmotes omitted) (quotations in original).§5 The next

thirty years would see several more small steps that, even when coa-

sidered together, fall far short of a comprehensive program, and even

shorter of a demonstration that Congress intended to preclude the

exerrise of juricdiction now being asserted by the FDA. ' -

FPollowing the FCLAA, the next step in what the companies charas-
terize as Congress’s ongoing program was the Public Hezlth Cigarette
Smoking Act of 1969, which amended the FCLAA in response to pro-
posed incursions intn the field by the FOC and FTC by way of pro-
posed regulations that would have restricted tobaceo advertising.,

S In Cippolone v. Liggen Group, Inc,, 505 U.S. 504, 514 (1992), the
Court described the purposes of the FCLAA as infonming the public of
the bealth rigks and “protecting the national economy from the burden
imposed by diverse, namuniform, aod confosing cigarette 1abeling adver-
fising regulations® [footmote omitted].
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Again, Congress addreseed only advertising, this time in the elec-
tronic media, and shortcircuited the roles proposed by the agencies
for themselves.

Thirteen yexrs Iater, Congress enacted the Alcchol and Dreg Abuse
Amendments of 1983, which gimply directs the Secretary of HHS to
report to Congress every three years on “the health consequences of
drug abuse in the United States [and] current research findings made
with respect to drug abuse, including current findings on . . | the
addictive property of tobacco” and to include recommendations for
*legistation and administrative action as the Secretary may deem
appropriate.* 42 U.S.C, § 290aa-2(b). This does not, as the nwjority
asserty, “evidencef ] Congress® . . . intent o retain coatrol gver further
regulatory action.® Maj. op. at 39. It is more an acknowledgment that
bernine the HHS (and the FDA), as the experts in the complex ficld
of drug abuse, had and would continue to have a crucial role to play,
the Secretary was required to ask Congress for any additiopal tools
it nreded get to perform that role effectively.

The Alcohol, Drug Abuse, and Meatal Health Administration
Reorganization Act of 1992 [ADAMHA], the last brick in the pur-
ported congressiona! tobacco program, provides financial mcentives
to the States to enforee their own restrictions on aceess to tobacco by
uunors. The majority argues that the FDA regulations would coaflict
with this congressional determination that the States should take an
active role in addressing the youth access problem because the FDCA -
precmpts any different restrictions on devices, See 21 U.S.C,

§ 360k(a). This overstates the case.

ADAMHA restructured block grant programs aimed at subatance
abuse and rmental health services; only a few provisioos relate to
underage smoking, See 42 U,S.C. § 300x-26. ADAMHA. does not
demonstrate an integt on Congress’s part that the states "take the pri-
mary role” in addressing the probdlem of underage smoking, and it cer-
tainly does not "establish® a regulatory role for the states, Maj. op. at
42-43. Although the FDA's proposed regulations would preempt
some state laws, the exercize of FDA authority over tobacco would
not "prohibir the States from addressing the problem of youth access.®
Id. The proposed rule can co-exist with most of the states” separate
laws prohibiting gales to minors and imposing other restrictions on
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tobaceo sales. Even the few more stringent state or local restrictions
that are preempted by the FDA's proposed regulations (see 61 Fed.
Reg. 44548-50) might qualify for an exemption from preemption,
thereby further minimizing conflicts, Ses 21 U.S.C. § 360k(b). An
overlap between two regulatory systems does not require wholesale
Jettisoning of one in favor of the other. See Connecticut Nat'l Bank
‘v, Germain, 503 U.5, 249, 253 (1992) ("Redundancics acToss stautes
are not unusual events in drafting, and so long as there is no “positive
repugnancy” between two laws, 8 court must give effect to both®)
Gutemal citation omitted).

o

Tobacco iy different from the articles commonly associated with

the word "drugs.” the FDA regulations are indeed the result of tum-
around in agepcy thinking, and tobacco waz most probably not on
anyonc's mind when the FDCA was enacted. But the FDCA was
broadly waorded by design. In an area in which complex new products
(and ecld products, seen in the light of new evidence) pose the poten-
tial for grievons harm, Congress deemed it necessary to delegate to
an expext — the FDA — the job of monitoring drugs. Cigarettes and
smokeless tobzeco clearly fit within the literal terms of the FDCA,
Absent a showing that following these stamitory termz would be
absurd or somchow frustrate congressional intent, we are bound to

- upbold FDA jurisdictian.

The FDA’s denials that it had any suthority over tobacco were cer-

tainly part of the background agalnst which Congress passed tobacco-

related Iegislation in the thirty years following the Surgeon General's
1964 report, but this series of statutes is hardly an argument for “leg-
islative ratification”™ (Maj. op. at 32 n.18) of the FDA's prior position
that the agency was powerless 10 act. It is ngreed, moreover, that an
agency s permited to change its mind, particularly in response to
new facts, so the real question is whether all that has gone befors —
the tobacco statutes, the consistent denials by the FDA — is sufficient
to demonstrate a clear intent on Conpress's part to preclude FDA
jurisdiction. The evidence offered by the companies falls far short.

Having decided that the FDA has no jurisdiction over tobacco
products, the majority bad no reason to address whether clgarettes and
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smokeless wobacco were "devices® and whether the cholee of repula-
tory regime — gs 8 combination product, pucsuant to the device
authoritics — was permissible. [ agree with and adopt the district

court’s reagoning on these points ennrely. See Coyne Beahm, 966 F.
Supp. at 1393-97.

v

Anpther issue not reached by the majority is whether the FDA may
restrict the advertising of tobarco products.6 Ou this point, [ disagree
with the district court’s conclusion that the advertising regulations
exceeded the FDA's stanatory authority.

mmwm'dgm:ndmhhsstobmmbcgim
almost exclusively in childhood and adolescence.” 61 Fed, Rep.
45239, Minors are particularly vulnerable to Madison Avenue’s
exhartations, plastered on racing cars and cutfield fences, to be coal
and smoke, be manly and chew, and the FDA foundcompelling evi-
dence that promotionat campaigns can be extremely effective in
attracting young people to tobacco products.” Id. at 45247.7 The FDA
chose to attack the problem by attemptiog to reduce the pressures to
start using tobacco in the first place.

The pertinent portion of the of the 1976 Medical Device Amend-
meats, 21 U.S.C. § 360j(e), provides:

The Secretary may by regulation require that a device be
restricted to sale, distribution, or use . , . [by prescription)

6 In view of its ruling on statutory grounds, it was unnecessary for the
district court to yeach the companics® constitutional objections to the
advertising restrictions. Covne Beahm, 966 F. Supp. at 1400 n.33.
Bmsewthetputyhlsbncfedﬂnl"rstmndmem issuc, [ do oot
discuss It here.

7 For example, onemdycuedmthennumhngmrdfmmdttm
“30% of 3-year-olds and 91% of 6-year-olds could ideatify Jos Camel as
asymholformnhng ]g_at45246(cmngl’ischer Schwam&m

ﬂ!ﬂ gld Jne the Came]. Journal of the Anmum Medical Assocl
ation, 1991).
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or upon such other conditions as the Secretary may pre-
seribe in such regulation, if, becanse of fts potentiality for
harmfil effect or the collateral measures pecessary to its
usz, the Secretary determines that there cannot otherwise be
reasonable assurance of its safety and effectiveness.

The FDA relies on this section as suthority for the regulations restrict-
ing the advertising of tobacco products, its rationale being that the
authority to restrict the "sale” of or to impose "other conditions” on
apm&nmﬂuﬂawxﬁhntmemthmtymresmctﬂmmmby
which such sales are geaerated.

Examples of obviously permissible restrictions of the "sale” of a
product are regulations regarding where, when, by whom, and to
whom a product can be sold. But is a restriction on advertising a
restriction of the "sale” of a product? The district court found that the
plain meaning of the words precluded advertising restrictions: "Both
as ordinarily defined and as used in the phrase'may . . . be restricted
to sale, distribution, or use,* the word ‘sale’ does not encompass the
advertising or promotion of a product.” Coyne Beahm, 966 F. Supp.
at 1398 (foctnote omitted). But even the dictionary entry cited in the
district court’s opinion defines "gale” as"the act of selling”; the term
“gales” i3 defined a3 "[a]ctivities involved in the selling of goods and
~ services, " [d, at 0.23. Under 3 Chevton step-two analyzis — "if the
statute is silent or ambiguous with respect to the specific issue, the
question is whether the ageticy's answer is based an a permissible
coastruction of the statutef,]" Chevron , 467 U.S. at 843 (footnote
omitted) — we need only find that the agency conrstruction is 8 res-
sonable one, not the best oue. See id, at n.1f. I believe the term "sale”
is ambiguous enough to encompass the concept of”offer for sale.”

The district court also distilled an jntent to withhold the guthority
agserted by the FDA from the use of the terms "offer for sale® acd
“advertising" elsewhere in 1976 legislation. See Coyne Beahm, 966 F.
Supp. &t 1398-99. However, while the “language and design of the
statute as a whole® (K Mart Corp. v. Carder, Inc., 486 .S, 28], 291
(1988)) might raise a question about the extent of the FDA's authority
_ in this area, it does not mandate a conclusion that Congresa inteaded
to foreclase the FDA from imposing advertising restrictions. There is
simply no canclusive evidence of intent cither way; the phrase is sim-
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ply ambiguous, both in isolation and with reference to the context in
which it is used.

The tern "sale, distribution and use,” which is used only once in

the eatire FDCA, can reasonably be construed to include all aspects
of a produce’s journey from the factory to the stare and to the home.
As | have noted ahove, tobacco is different from the mn-of.the-mioe
drugs and devices in the FDA's bailiwick, and the nature of the differ-
ences dictate new approaches to fight the dangers posed. Because the

. precise approsch chosen might not have been considered by the
drafters of the statute does not necessarily preclude it. The interpreta-
tiom is a reasozable one and, therefore, we must defer to the agency.

4

I would affirm the district court’s judgment to the extent that it
denics summary judgment to the tobacco companies on the izsues of
the FDA s authority to regulate tohacco products under the FDCA
and o regulate such products as "combination products.” I would
vacate the judgment below to the extent it grants summary judgment
to the companijes on the issue of the FDA's authority to regulate the
advertising of tobacco products,
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OFINION
WIDENER, Circuit Judge:

Cn Aupust 28, 1996, the Food and Drug Administration (FDA)
published 3 final rule entitled "Regulations Restricting the Sale and
Distribution of Cigarettes and Smokeless Tobaeco to Protect Children
and Adolescents.” 61 Fed. Reg. 44,396 (1996) (to be codified st 21 -
C.F.R. pt. 801, et al.). In gencral, this rule set out regulations restrice-
ing the sale and distritmtion of cigarettes and smokeless tobaceo (col-
lectively referred 1o as tobacco products) to minors and limiting the
advertising and promotion of tobacco products. Plaintiffs (cigarctte
and smokeless tobacco manufacturers, convenience store retailers,

and advertisers) filed these consolidated actions in federal district
court, challenging the FDA’s jurisdiction over tobacco products and
seeking declaratory and injuactive relief.1 Plamtiffs then filed 2

1 When the compleint was filed on August 10, 1995, the FDA had oanly
issucd a Natice of Proposed Rulemaking. 60 Fed. Reg. 41,314 (1995).
Following 8 comment pericd, the FDA adopted the proposed rule in
modified form. 61 Fed. Reg. 44,396 (1996). Unless noted otherwise, all
references in this opinion are to the final version of the rule published in
the Federal Register on August 28, 1996. Where italics appear here
within a quolation, they have been added for emphasis unless otherwise
indicated,
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motion for summary judgment in the district court, alleging that, as
a matter of law: (1) Congress has withheld from the FDA the jurisdic-
tion to regulate tobacco products as marketed by plaintiffs; and (2) the
Federal Food, Drug, and Cozsmetic Act (Act) does not permit the FDA
to regulate tobacco products cither as drugs or as devices. In denying
plaintiffs’ motion for summary judgment in part and granting the
motion in part, the district court keld that Congress did not "[intend]
10 withhold from FDA" the jurisdiction to regulate tobacco products,
Coyne Beahm, Inc, v. FDA, 966 F. Supp. 1374, 1388 (M.D.N.C.
1997). The district court also concluded that the FDA had authority
o regulate tobzeco products under the device provision of the Act,
but diszpproved the FDA's restrictions on advertising as incongistent
with its statutory authority. Coyne Beahm, 966 F. Supp. at 1393-1400.
Finally, the distxict court stayed implementation of the majority of the
FDA’s regulations peading appeal.2 Coype Beahm, 966 F. Supp. at

- 1400-01. The district court certified its order for immediate intetlocu-
tory appeal pursuant to 28 U.S.C. § 1292(b), Coyne Beahm, 966 F.
Supp. at 1401, and by order dated May 13, 1997, this court granted
the § 1292(b) petitions for immediate appeal filed by two of the plain-
tff groups and the FDA. In addition, the FDA had filed its Notice of
Appeal dated May 2, 1997 from the partial infunction granted by the
district court, Jurisdiction over the consolidated appeals is proper in
thiz court under 28 U.S.C. §§ 1292(a)(1) and 1292(b).

Becanse this case arizes from a motion for summary judgment, we
review the judgment of the district court de ngvg, Myers v. Finkje,
950 F.24 165, 167 (4th Cir. 1991), For purposes of these appeals,
plaintiffe do not dispute the factual findings of the FDA. Based on our
teview of the record and the relevant legal authorities, we are of opin-
ion that the FDA lacks jurisdiction to regulate tobacco products. For
the reasons set forth below, all of the FDA's August 28, 1996 regula-
tions of tobacco products are thus invalid. Accordingly, we reverse
the judgment of the district court,

2 The district court left in place the FDA's proof of age requirement for
tobacco sales and the restrictions on sales to persons under age 18, which
kad already gone into effect. Coynz Beshm, 966 R, Supp. at 1400. How-
ever, ail SO Stateg have already banped the sale of tobacco to minors
under state law. See 61 Fed. Reg, at 44,418 (citing a joint letter from 25
State atigrueys gencral 2nd other comments submitted to the FDA).
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I. FDA's Asserted Bosjs for Jurisdiction

The FDA3 has suthority to regulate products only if they fall within
meofﬂwcntcgonesdaﬁnedbycongmsintheﬂmulnﬁle]umdm-
tional detcrmination atteched ta its August 28, 1996 regulatians, the
FDA asserted jurigdiction over tobacco products under the drug$ and
device6 definitions io the Act. 61 Fed. Reg. at 44,628. According to
the FDA, tobacco products fit within these dzfinitlons because they
are “intended to affect the structure or any function of the body.*
More specifically, the FDA concluded that tobacco products are
“combination products cansisting of nicotine, a drug that causes
addietion and other significant pharmacalogical effects on the iman
body, and device components that deliver nicotide to the body."7 61

3 On most occagions, the Act refers to the authority of the Secretary of
the Department Health and Human Services (HHS) to take certain
actions. However, the Secretary acts through the Commissioner of Food
and Drugs. 21 U.S.C. § 393(d)(2). For simplicity, we will refer to any
legislative delegation as if made directly to the FDA.

4 Thbe categories of products subject to regulation by the FDA. are food,
drugs, devices, and cosmetics. 21 U.S.C. § 321.

5 The Act defines "drug” in pertinent part as "articles (other than food)
iotended to affect the structure or any function of the body ofmnnor
other animals * 21 U.S.C. § 321E)I}C).

6 In relevant pare, "device" is defined as an article which js:

intended to affect the structure or any function of the body of
man or other animalz, and which de=s not achieve its primary
intended purpases through chemtical action within or on the body
of man or other animals and which is oot dependent upon being
metabolized for the achievement of its primary intended pur-

. m

21 US.C. § 321(0)(3).
7 A combination product is described as a product that contzins a com-
bination of a drug, device, or biological product. 21 U.S.C. § 353(g).

- Neither party contends that tobacco products contain any “biological
product,” as that teom is uged in the Act. See 42 U.S.C. § 262() (defining
abiolngical product gs a “virus, therapeutic serum, toxin, antitoxin, vac-
cine, blood, blood companeqt or derivative, allergenic product, or analo-

gous produet . . . applicable to the prevention, treatment, or cure of a
disease or oondiﬂon of human beings*®).
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Fed. Rep. 3t 44,628, 44,649-650, Based on its classification of
whacco products as combination products, the FDA claimed that it
could exercise its discretion in deciding whether the drug provisions
or device provisions of the Act should apply. 61 Fed. Reg. at 44,400.
Although finding that tobacco products function primarily as drugs,
61 Fed, Reg. at 45,200-218, the FDA concluded that tobacco products
axe most preperly regulated under the device provisions of the Act,
in particular the restricted devices section, 21 U.5.C. § 360j(e).8 61
Fed. Reg. at 44,400. The FDA's jurisdictional determination encom-
passes over 600 pages in the Federal Register; however, its basic
premise can be fairly summarized in one sentence. That is, the FDA
asserted jurisdiction over tobacco products based on its conclusion
that tobacco products fit within the literal definitions of drug and
device as set forth in the Act. In short, the FDA's inquiry began and
ended with the definitions section of the Act.

We are of opinion that the FDA's limited, machanizstic inquiry is
insufficient to determine Congress’ intent. Therefore, as directed by
Cheyron 11.S.A., Ing, v. Natural Resources Defengse Council, Inc,, 467
U.S. 837 (1984), we employ the traditional tools of statutory con-
struction to ascertain congressional intent :cgardmg whether the FDA
has authority to regulate tobacco products.

I Jyriedictions] Analysis

We begin with the basic proposition that agency power is "nat the

8 Section 360j(e) provides in relevant part: ' .

(1) The Secretacy may by regulation. require that a device be
restricted to sale, distribufion, or uze —

(B) upon such other conditions ss the Secretary may prescribe
in such repulation,

if, becxmzse of its potentiality for harmful effect or the collateral
measures necessary to its use, the Secretary determines that there
cannot otherwise be reagonable assurance of its safety and effec-
tiveness.

21 U.S.C. § 360j(e).
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power tn make law. Rather, it is “the power to adopt regulations to
carry into effect the will of Congress as expressed by the statute."”
Emst & Ernst v, Hochfelder, 425 U.S. 185, 213-14 (1976) (quoting
Manhattan Gen, Equip, Co. v. Commission, 257 U.S, 129, 134
(1936)). Thus, our initial inquiry is whether Congress intended to del-
egate to the FDA authority to regulate tobacco products as "customar-
ily marketed. "9 The district court framed the issue as "whether
Congress has evidenced its clear intent to withhold from FDA juris-
diction to regulate tobacco products as customarily marketed. " Coyne
Beshm, 966 F. Supp. at 1380, However, we are of opinion that the
issue is corpectly framed a8 whether Congress intended to delegate
such jurisdiction to the FDA. See Bowen v, Georgetown Ugjv, Hosp,,
488 U.S. 204, 208 (1988)(mungma:"[n]:iamonmcma:an
administrative agency's power to prommulgate legislative regulations is
lirnited to the suthority delegated by Congress”); INS v. Chadhba, 462
U.5. 919, 953 n.16, 955 n.19 (1983) (providing that agency ar.tion "is
always subject to check by the terms of the legislation that authorized
it; and if that anthority i3 exceeded it is open to judicial review” and
“Congress ultimately controls administrative agencies in the legisla-
tion that creates them®). This fundamental misconception by the dis-
trict court of the principal issue in the case unavoidably skewed the
remainder of it analysis.

Applying the principles set forth by the Supreme Court in Chevron,
we examine whether Congress intended to give the FDA jurisdiction
over tobacco products. Under Chevion, we first consider the intent of
Congress becanse “[i}f the intent of Congress is clear, that is the end
of the matter; for'the court, as well as the agency, nmst give effect

to the unambipnously expressed intent of Congress.” Chevran, 467
U.S. at 84243. & is only if the Intent of Congress is ambiguous that
we defer to a permissibie interpretation by the agency. Chevron, 467
U.S.-at 843. And we note, with emphasis, that the Supreme Court has
stated that “{a] precondition to deference nnder Chevron is a congres-
sional delegation of administrative authority,” Adams Fruit Co, v,

9 Plaintiffs use the term "customarily cuarketed” in their briefs to Indi-
cate tobacco products marketed with customary claims such as smoking
: p!enmxeasnpposedtotobawopmduclsnmhtedmﬂupmﬁeth:m
peutic claims such as weight loss. Unless indicated otherwise, all refer-
minthmopnﬂonammtobawopmducuasmwmnrdymw
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Barrett, 454 U.S, 638, 649 (1990). Accordingly, no deference is due
the FDA's construction of the Act unless it is acting within the
bounds of its congressionally-established authority. If the court can
ascertzin Congress® intent on a particular question by applyiog the tra-
ditional rules of statutory construction, then it must pive effect to that
intent. Chevran, 467 U.S. at 843 n.9; see also Cabell Huntington
, 101 F.3d 984, 986 (4th Cir. 1996) (atating that

"'[t]he goat of smumry interpretation is to impletnent congresstonal
intent”). We also note that ascertaining congressional intent is of par-
ticulur impertance where, as here, an agency is attempting to expand
the scope of its jurisdiction. See, e.g., Adams Fruit Co., 494 U.S. at
650 (quoting Federal Maritime Commy'n v. Seatrain Lings, Ine., 411
U.S. 726, 748 (1973)) (warning that "an agency may not bootstrep
jtself info zn area in which it has no jurisdiction"); ACLU v, FCC, 823
F.2d 1554, 1567 n. 32 (D.C. Cir. 1987) (stating that*[w]hen an agen-
cy's assertion of power into new arenas is under attack, therefore,
courts should perform & close and searching analysiz of congressional
imtent, remaining skeptical of the proposition that Congress did not
speak to such a fundamental issue"), cert. denied, 485 U.S. 959
(1988); Hi-Craft Clothing Co. v. NLRB, 660 F.2d 910, 916 (3d Cir.
1981) (noting that "[tJhe more intense scrutiny that is appropriate
whea the agency interprets its own authority may be grounded in the

premise that governinent agencies have a tendency to swell,
not shrink, and are likely to have an expansive view of their mis-
sion").

Although the task of statutory canstruction generally beging with

the actual language of the provision in question, Mead Corp. v. Tillev, _
490 U.S. 714, 722 (1989), the inquiry does not end there.10 The

Supreme Court has coften emphasized the crucial role of context as a

tool of statutory construction. For example, the Court has stated that
when coustruing a statute, courts "must not be guided by a single sen-
tence or member of a seatence, but look to the provisions of the whole

10 In fact, if application of the plain langunge of a statute “would pro-
duce a result demonstrably at odds with the imtent of Congress . . . the
inteat of Congress rather than the strict language controls. Matvland
State Dep't of Edyc, v, UJ.S, Den't of Veterans Affairs, 98 F.3d 165, 169

(4th Cir. 1996) (citing United Srates v. Ron Pair Enter  Inc , 489 U, S
235, 242 (1989)), cert, denied, 118 S. Ct 43 (1997).
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law, and to its object and policy.® United States Nat'l Bank of Or. v.
Independent Ing, Agents of America, Inc.. 508 U.S. 439, 455 (1993)
(quoting United States v. Heirg of Boisdore, 49 U.S. (8 How.) 113,
122, (1849)); see also Regions Hosp. v. Shelala , 66 U.S.L.W, 4125,
4129 n.5 (U.S. Feb. 24, 1998) (No. 96-1375); Massachnsetts v.
Morash, 490 U.S. 107, 115 (1985). Thus, the traditional rules of statu-
unyoonmuuﬁnntobeusediuamhﬁngcnngmssimlinm
include: the overall statutory scheme, Off istics

Tallentire, 477 U.S, 207, 220-221 (1986} (directing courts to examine
the linguage of the statute a8 a whole); legislative history, Atherton

v, FDIC, 65 U.S.L.W, 4062, 4067 (U.S. Jan. 14, 1997) (No. 95-928);
“the history of evolving congressional regulation in the area,” Dunn
v, CFIC, 65 U.S.L.W. 4141, 4144 (U.S. Feb. 25, 1997) (No. 95-
1181); and g consideration of other relevant statutes, United States v,
Stewart, 311 U.S. 60, 64 (1940) {(cxplaining that"all acts jn_pari
materja are to be taken topether ag if they were one law™) (italics in
original). With these general principles in mind, we begin our inquiry
imo the issue of whether Congress intended to delegate jurisdiction
over tobacco products to the FDA.

A. Intrinsic Bvidence

The FDA cortectly contends that the langusge of the statute must

he the starting point of our analysis. We agree that the first step of
stetutory construction is determining the plain meaning of the statu-
tory text. In fact, the Court instructs that the jnquiry ends with the -
statutory language whea the language is unzmbiguons and “the stat-
tory scheme iz coherent and consjstent,” Robinson v. Shell Qil, 65
U.S.L.W. 4103, 4104 (U.S. Feb, 18, 1997) (No. 95-1376) (quoting
Ron Pair Enter,, 489 U.S. at 240).

However, the flaw in the limited approach suggested by the FDA
and taken by the district conrt is that they examine only the literal
mesning of the statutory definitions of drug and device,11 See FDA

11 For example, jn its jurisdictional analyais, the district court purported
o examite the *Text of the Federal Food, Drug, and Cosmetic Act."
Coyne Beahm, 966 F. Supp. at 1380. However, the court mentioned only
th:d:ﬁnmnnsummofﬂwamumandlgnomdthcmofauofthe
mandatory opcrative provisions of the Act.
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Red Br. at 34 (stating that “the jurisdictional inquiry is at an end with
the conclusion that cigarcttes and smokeless tobacco are “intended to
affecs the structure of any function of the body® within the meaning
of the Act’s drug and device provisions"); see also Coyne Beatn, 966
F. Supp. a 1380.

A mechanical reading of anly the definitions provisions may

appear to support the government’s position that tobaceo products fit
within the Act’s definitions of drugs or devices. However, an initial
problem with the government’s theary is that the definitions of drug
and device require not only that the article “affect the structure or any
function of the body," but also that these effects be intended. 21
U.S.C. §§ 321(g)(1XC), 321(h)(3). Az noted by the district court, "no
court has cver found that & product is ‘intended for use’ or ‘intended
to affect’ within the meaning of the [Act] absent manufacturer claims
23 to that product’s use.” Coyne Beahm, 966 F. Supp. at 1350. Even
the FDA does not contend that tobacco manufscturers make any such
claims, Coyne Beghm, 966 F. Supp. at 1389 un.14.

Even if we were to accept the FDA's position that no other inquiry

is permissible if tobacco preducts fall within the literal definition of
tirag or device, the jurisdictional inquiry would oot end there, Bath
the FDA and the district court falled to examine the literal definitions
in view of the language and structure of the Act as a whole. Such
holistic approach to statutory construction is well-supported by the
case Jaw. See, e.g., Robinson, 65 U.S.L.W. at 4104 (stating that statu-
tory langoage must be examioed by "reference to the language itself,
the gpecific context in which that language is used, and the broader
context of the statute as a whole™); Gustafson v. Alloyd Co., 513 U.S,
561, 570 (1995) (insteucting that acts of Congress”should not be rezd
as a serics of unrelated and isolated provisions*); United States Nat']
Bank, 508 U.S. at 455 (quoting United Savings Ass'n of Texas v, Tim-
bers of Inwood Porest Assoc., Led., 484 U.S. 365, 371 (1988))
(cxplaining that statumry interpretation is a "holistic endeavor” that
nust include, at 2 minimum, an examination of the statute's full text,
its structure, and the subject matter). Accordingly, our task is to
cxaminc whether tobacco products fit into the averall regulatory
scheme crezted by Congress.

According w FDA Deputy Commissioner Schultz, *[a)] fundamen-
tal precept of drug and device reguladon in this country is that these

20
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products must be proven safe and effective before they can be sold.”
Statement by FDA, Deputy Commissioner William B. Schultz before
the Senate Comm: on Labor and Human Resources, 104th Cong., p.
8 (Feb. 22, 1996). In fact, the FDA’s congressionally-established mis-
siop etatement provides that the FDA is charged with protecting the
public health by ensuring that human drugs are "sabe and effective”
and that "there is a reasonable assurance of tho safety and effective-
pess of devices intended for human use.” 21 U.S.C. § 393(b)(2)(B),
(C). During its rulemaking, the FDA found that tobacco products are
*dmmgerous,® "unsafe,” and the cause of"great pain and sffering
from illness sach as cancer, respiratory ilinesses, end heant disease.”
61 Fed. Reg. at 44,412 In addition, the FDA dctermined that over
400,000 people dic each year from tobacco use. 61 Fed. Reg, at
44,412."Yet, the FDA has proposed to regulate tobacco products
under a statutory provision that requires conditions on sale and distri-
bution which provide a reasonable assurance of safety. 21 U.5.C,

§ 360j(e). According to the FDA, a determination of safety under the
Act requires consideration of the risks of a product compated to the
"couatervailing effects of use of that product, including the conse-
quences of not permitting the product to be marketed.” 61 Fed. Reg.
at 44 412-13. Thus, the FDA concluded that withdrawal of tobacco
from the market poses significant health risks to addicted adults
which cutwelgh the risks of leaving tobacco products on the market.
61 Fed. Reg. at 44,405, 44,412-44 413,

But that test is contrary to the statute. The statutory provision, 21
U.S.C. § 360c(a)(2)(C), provides that safety and effectiveness are to
be determined by "weighing any probable benefit to heaith from the
usre of the device against any probable risk of injury or iliness from
such uge.” See also United States v, Rutherford, 442 U.S. 544, 556
(1979) (stating that "a drug is unsafe if its potential for inflicting
death and physical injury is not offset by the possibility of therapeutic
henefit*). Accoxding to the [anguage of § 360c(a)2)(C), the FDA's
obligation is to strike a balance between the rieks and benefits of the
use of a certain product, not to weigh the risks of leaving a product
on the market against the risks of taking a product off the market The
FDA is unable to state any real health benefit derived from leaving
tobacco products on the market. This is not to say that there are not
other public policy reasous, such as impact on the national economy
and the potential for a black market, weighing against a ban on
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tobaceo products. However, this type of decision involving counter-
vailing national policy concerns is just the type of decision left for
Congress. By statute, the FDA's authority is limited ¢o the balancing
of health benefits and risks. 21 U.S.C. § 360c(a)(2XC). Thus, is
attempted analogy between tobacco products and chemptherapy drugs
is not well taken. 61 Fed. Reg. at 44,413, These cancer-fighting drugs
mmy be considered high-risk, but they have not been deerued "gnsafe”
by the FDA. Under the Act, the key (o allowing these drugs to remzin
cu the magket is that their use produces affirmative health benefits
which ourweigh their risks. 21 11.5.C. § 360c(a)(2KC). According to
the FDA's own findings, tobacco products do not meet this test, for
there is po bealth benefit from the use of tobacco, The FDA's inquiry
into whether the risks of removing tobacco products from the market
are greater than the risks of leaving them on the market is irrelevant
under § 360c(a)@XC). :

In the proposed regulations, the FDA characterized tobacco prod-
rcts as combination products containing drug and device companents,
hut purported to regulate tobacco products ey restricted devices under
§ 360j(e) of the Act. Section 360j(e) permits the FDA to place restric-
tions on the sale, distribution or use of a product which are necegsary
for a “reasonable assurance of safety” of the product. 21 U.S.C.

$§ 360j(e). However, based on the FDA's characterization of tobacco
products ag ungafe, it is impossible to create regulations which will
provide a reasonshle assarance of safety. Thus, the FDA cannot com-
ply with the terms of the very statutory pravision it has chosen as its
bagis for repulatian. In addition to the fundamental conflicts described
ahove, at least six internal inconsistencies arise when tobacco prod-
ucts are foreed into the drug or device regulatory schemes of the Act.
Frst, § 355(a) of the Act requires that all new drugs be approved

by the FDA befote marketing. 21 U.S.C. § 355(a). The Act requires
the FDA to disapprove applications for new drugs 12 if the drug is

12 In rclovant part, the Act defines a "new drug” as:

Axny dmg . . . the compasition of which is such that such drug
is aot genernlly recognized, among experts qualified by scientific
training and experience to evaluate the safety and effectiveness
of drugs, as safe and effeetive for usc under the conditions pre-
scribed, recommended, or suggested in the labeling thereof . . .

- 21 US.C. § 321{pX1).
2
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deemed ungafe or if there is not substantial evidence of its effective-
ness. 21 U.S.C. § 355(d). This mandatory approval process presents
an ingurmonntable problem for the FDA with respect to tobacco prod-
ucts because of the FDA's finding that they are wnsafe, 61 Fed, Reg.
at 44,412 In fact, the FDA hag conceded that under the mandatory
spproval provisions, tobacco products would constitute

new drugs. 60 Fed. Reg. 41,348 (1995) (FDA Proposed Rulemaking).
As such, the Art wonld require the prohibition of the distribution and
marketing of tobacco products. 21 U.S.C. §§ 331(d), 355(a)-

The FDA attempts to avoid the problem inherent in the rew drog

tequuuu:n\tbydnsmfymgtohmwpmﬁnmascombmon
,pmdndsandmmchoosmg to reguiate them as devices rather than as
drugs. The Act directs the FDA to determine the primary mode of
action of a cambination product, 21 U.S.C. § 353(gX1). If the FDA
determines that the primary mode of action is that of a drug, then it
must assign “primary jurisdiction" over the product to the persons
charped with premarket review of drugs. 21 U.S.C.§ 353(g)X1)(A),
(B). The FDA conzedes that the "primary mode of action” of tobacco
products is that of a drug.13 FDA Red Br. at 26 (citing 61 Fed. Reg.
at 45,209-18; 44,400-03). Yet, it chose to regulate tobacco products
devires under § 360i(e) of the Act. This transparent action by the
FDA, obvious sophistry, taken in order to avoid the new drug provi-
sions of the Act, reinforces the conclusion that regulation of tobacco
products uader the Act was not intended by Congress. However, the
FDA"s clasxification of tobacco products as devices could not zvoid
similar problems causad by other provisions of the Act.

Scction 331(a) of the Act prohibits the introduction into or delivery
in igterstate commerce of any drug or device that is mishranded, 2]
U.S.C. § 331(a). Under § 352(j), 2 drug or deyice is deemed to be
mishranded if it ie dangerous to heg]th when used in the manger sug-
gested in the labeling, 21 U.S.C. § 352(j). The FDA has concluded
" that the uze of tobacco products is dangerous to hesith. 61 Fed. Reg.

13 Interestingly, the FDA chose to regulate tobacco products as devices
. even though it has regulated the nicotine products within its jurisdiction

~ nicotine patches, nicotine gum, and nicotine nasa) sprays - as drugs.
Approved Drug Products with Therapeutic Equivalence Evaluations,

1762 Feod Drug Cosm. L. Rep. (CCH) 3-220, 221 (FDA May 29, 1996).
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at 44,412, Thus, it is impossible for the labeling of tobacco products

10 suggest a nondangerous use. Accordingly, #8ESE # 331(a) and 352(j)
operate to make the continued marketing of tobacco preducts illegal.

A drug or device is also considered misbranded, and thus prohib-
ited under § 331(a), if it docs not include*adequate directions for
nee.” 21 TS.C. § 352(f)(1). Accarding to the FDA, the requirement
of adequate directions for use means 'di:acﬁonsundawhichmclay-
mEn can use a device safely and for the purposes for which it is
intended * 61 Fed. Reg. at 44,464, The FDA 'can exempt drugs and
devices from § 352(f)(1)’s directions requirement, but only if the
information is "not tecessary for the protection of public health." 21
U.S.C. § 352(D. The FDA has previously interpreted § 352(f) to mean
that an exemption from the direction requirements may be granted
when other circomstances (such as a physician’s prescription) can
reasonably assure ssfe uge of the drug or device. 21 C.E.R.

§§ 201.100-201.129, B01.109-801.127 (1996).

The FDA now contends that an exemption for tobacco products is
appropriate, 61 Fed. Reg. at 44,410, because everyone knows how to
use tobacco products and thus directions are not needed. See 61 Fed.
Rep. at 44,465 (stating that tobacco products are"ane of the most
readily avajlable consumer products on the market today, Conse-
quently, the way in which these products are used is common knowl-
edge. ). However, the FDA violated its own interpretation of the Act
by exempting tobacco products under § 352(f) without any assurances
of safety. Because of the FDA’s finding that tobacco products are
unsafe, 61 Fed Reg_ at 44,412, it {3 impossible to provide directions
for safe use as required by the statute. In addition, the exemption is
inapplicable because no assurance of safety ean be given for inher-
extly imsafe products such as tobacco. Apain, the FDA's need to
spply the gtamtory exemption demaonstrates that the Act does not and
cagnot apply 1o tohacco products,

Similarly, a drug or device is also considered misbranded, and thus
prohibited by § 331(a), if it fails to bear"adequate warnings sgainst
use . . . by children where its use may be dangerous to heaith.” 21
0.5.C. § 352(D(2). Unlike § 352(f)(1). this section does not perrnit
any exemptions from the warming requirement, In support of its pro-
posed regnlations, the FDA cited widespread use of tobacco products

24
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by minors and focused or controlling youth use as a means of
decreasing tobacco-related illnesses and deaths, See 61 Fed. Reg. at
45,238-243 (characterizing youth use of tobacco products a8 a "pedi-
atric diseaze™). The FDA concluded that the warnings inandated by
other federal statutes zatisfy the Act’s requirement for adequate warn-
ings 1o children even though nooe of the statutorily-prescribed wam-
ings address the particular dangers of youth use repeatedly
emphasized by the FDA. See 15 U.5.C. § 1333, 4402 (requiring Sur-
geon General warnings ahout health risks posed by tbacco products);
see also 61 Fed Rep. at 44,465. The FDA was constrained to find that
the warnings randated by other federal statutes are sufficient because
the applicable federal statutes do not permit federal agencies to add
to or modify the congressionally-mandated warnings. 15 U.S.C.

§§ 1334(a), 4406(a). Again, the contortions that the FDA has gone
through demonstrate that Congress did not intend its jurisdictional
grant to the FDA to extend to tobacco products.

Furthermore, under 21 U.S.C. § 360c(h)(1), all devices intended for
human use must be classified into one of three catepories, Class L, II,
or I, bazed cun ascending degrees of dangerousness. Placement is
gppropriate in the class that will provide a “reasonzble assurance of
the safety and effectiveness of the device." 21 U.S.C.

" § 360c(a)}(1)(A)AC). As discussed above, gafety and effectiveness are
detormined by “weighing any probeble benefit to health from the use
of the device against any probable risk of Injury or illness from such
ug=" 21 U.S.C. § 360c(a)(2)(C). Three years after it first intraduced
the propozed regulations, the FDA, has yet to place tobacco products
into one of the three categories, However, the agency’s own findings
with respect to dangers to health require classification of tobacco
products as a Class [T device subject to premarket approval because
they "[present] a potential unreasonable risk of illness or injury.” 21
U.S.C. § 360c(a)(1){C)(i)(D); see also 61 Fed. Reg. at 44,398, 44,412
(discussing dangets of tobacco use), Under the premarket approval
process, tohacco products could not be approved without a showing
that there is a reasonable sssuramee of snfety and effectiveness of the
products when used in the mannesr suggested by the labeling. 21
U.S.C. § 360c{a}(1XC). The FDA contends that it will classify
mbamopmdumatmpomlnmcmmanﬂthntﬁmlongdelay
is consistent with both the statutory framework and the agency's prior
actions for other devices. 61 Fed, Reg. at 44,412; FDA Red Br. at 45.

25



However, the real problem with atteropting a elassification is that afl
three catepories of devices require reasonable assurances of safety
and effectivencas for the product. 21 U.S.C. § 360c(a)1). As dis-
cussed earlier, the FDA cannot provide reasonable assurances of
safety for a product that it has found to be inherently unsafe and daa-
gerous. Thus, it has not. and more importantly, cannot comply with
Caongress® statutory classification directive because complying with
the statute would trigger a ban on tobacco products, a result not
intended by Congress.

Finally, the Act requires the FDA to issue An mntoediate ceage-
distribution order for all products found to cause™serious, adverse
health consequences or death.” 21 U.S.C. § 360k(e)(1).14 This order
beging an ageacy process that may ultimately result in a recall order
for the device, 21 U.S.C. § 360h(e)(2). The FDA has found that “to-
bacco use is the mipgle leading cause of preventable death in the
United States. More than 400,000 people die each year from tobaceo-
related illnesses, such as cagcer, respiratory illmesses, and heart dis-
ease, often suffering long and painful deaths.” 61 Fed. Reg. at 44,398
(citations omitted). According to the terms of the Act, thesc findings,
standing nlone, mandate that the FDA issue a cease-distribution order
for tobacco products, Nevertheless, the FDA has no intention of com-
plying with the requircements of the Act. See 61 Fed. Reg, at 44,419
(stating that the FDA will oot ban tobacco products). 'Ihemuy
of the FDA™s avoidance of the statutory directives again demonstrates
that Congress did not intend that the Act regulate tobacco products.

A faithfir] application of the statutory lanpuage would lead to a ban
ou tobacco products - a result not intended by Congress.

14 In relevant part, § 360h(e)(1) provides:

If the [FDA] finds that there is a reasonabls probability that a
device intended for human use would cause serious, adverse
health consequences.-or death, the [FDA] shal! issue an order
requiring the appropriate person (including the mamufacturers,
importers, distributors, or retailers of the device) -

(A) o immediately ccage distribution of such device;

21 U.S.C. § 360h(e)(1).

oz

SIS

7

Iozs

e vt



SRSOTE L CIVIE, oM,

The FDA -makes a linpuistic argument jn an attempt to avoid the
problem presented by this section, The statute provides that if the
FDA finds there is 2 reasonable prohability that a device will cause
h:althpmblamsordmﬂx.th:ntthDA';hgﬂ_immnnmdernquir—
ing . . . [the immediate] cease distribution of such device.” 21 U.S.C.
§360h(=)(1)(A) However, the FDA confeads that "shall* should be
intetpreted to mean *may." FDA Red Br. at 42-43, Even if we were
to adopt this interpretation, the substance of our analysis would not
change. As discussed shove, the FDA has made the requisite finding
of dangerousness under the statute. Thus, even if“shall" were inter-
preted as "may,” the FDA siill conld exercise its discretion under the
statute and han tobacco products. And a failure to ban a product as
dangerous as is tobacco, by the FDA's own findings, would necessar-
ily be an abuse of discretion. But because an absolute ban falls oot-
side the scope of congressional intent, construing the Act to cover
tabaceo products would be inconsistent with the will of Congress.

As demonstrared by the examples provided above, the FDA's need

to maneuver around the obstacles created by the operative provisions
of the Act reflects congresgional intent not to include tobacco prod-
uces within the scope of the FDA's authority. The FDA argues that
eveq if it has misapplied the Act, this error does not bearanthnjum-
dictionml issue. However, the point is not merely that the FDA misap-
phedlheA:t but these examples demonstrate the FDA's need to
ignore and misapply the operative provisions of the Act before it can
atain its end, got the end contemplated by Congress. Cf. United
States v. Two Plagtic Drumgs, 984 F.2d 814, 819 (7th Cir, 1993)
(rejecnqgmmetreuntamunptbydwFDAtoenlarge its jurisdic-
tion and stxung-ﬂm: "the only justification for this Alice-in-
Wonderland approach is to allow the FDA to make an end-run around
the statutory scheme®). The fact is that Congress did not equip the
FDA with tools appropriate for the regulation of tobacco because it
had no intention that the Act apply to tobacco products.

We do not dispute in thir case that Congress has charged the FDA
with protecting the public health and that tobacco products present
serions health risks for the public. However, the Supreme Court has
warned that "[i]n our anxiety to effectuate the congressional purpose
of protecting the public, we must take care not to extend the scope of
the samute beyond the point where Congress indicated it would stop,
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62 Caxes of Jam v. Ugifed States, 340 U.S. 593, 600 (1951). Based
ou.our examination of the regulatory scheme created by Congress, we
are of opinion that the FDA is attempting to stretch the Act beyond

the scope intended by Congress.
B. Extringic Evid

Pursoant te Chevron's instruction to employ the traditional tools of
statutory censtruction, we now examine the events surrounding the
1938 passage of the Act as well as subsequent statements and actions
by Congress and the FDA. These individoal cveats are like pisces of
a puzs)e in that no single event is outcome determinative. However,
when viewed as a whole, it is clear that Congress did not intend to
give the FBA jurigdiction over tobacco products in 1938 when it
passed the Act. See MC] Telecomm, Comp, v, ATET , 512 U.S. 218,
228 (1994) (stating that relevant time for determining congressional
intent on meaning of stamte is when controlling stanite epacted), As
diecussed above, the fact that the operative provisions of the Act sim-
ply cannot sccommmodate tobacco products is a clear indication of
congressional iotent. Cf. Gustafson, 513 U.S. at 569 (explaining that
an operative provigion of the Securities Act of 1933 does not define
prospectus, the term at issue, but "does instruct us what a prospectus
cannnt be if the Act is to be interpreted as a symmeetrical and coherent
regulatory scheme™). Subsequent cvents outside the language of the
statute only confirm our understanding of Congress’ intent.

1. Historieal Actions of the FDA

From 1914 until the present rulemaking attempt, the EDA had con- -
sistently stated that tobacco products were outside the scope of its
Jurisdiction. And, as early as 1898, the Supreme Court of Tesmessee
acknowledged the dangerous nature of tobacco products, charscteriz-
ing cigarcties a3 "wholly noxious and deleterious to health,” "inher- °
ently bad, and bad only," and “widely condernned as pernicious
altogether.” Austin v_State, 48 S.W, 305, 306 (Tenn. 1898). Yet, the
statnte preceding the Act, the Pure Food and Drugs Act of 1906, Pub.
L_No. 59-384, 34 Stst. 768 (1906), did not mention tobacco. As carly
as 1914, the FDA"s predecessor agency stated that it had autharity to
regulate tobasco products if their labeling indicated use for "the cnre,
mitigation, or prevention of a disease,” but pot if labeled or used for
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“smoking or chewing or as snuff and not for medicinal purposes.®
Bureau of Chemistry, U.S. Dept. of Agriculture, 13 Sexvice and Repu
Jatory Announcements 24 (Apr. 2, 1514). Enacted in 1938, the present
Act expanded the definition of drug from the definition provided in
the Pure Foed and Drugs Act of 1906 and also granted the FDA new
authority to regulate "devices.” Food, Drug, and Cosmetic Act, Pub.
L. No. 75-717, 52 Stat. 1040 (1938). However, neither the Act not its
legislative history mention tebacco products. 15

In the 60 years following the passape of the Act, the FDA has
repeatedly informed Congress that cigarettes marketed without theta.
peutic claims do not fit within the scope of the Act. Ever sinee its
beginging in the 1930z, the FDA has taken the poszition and made
statements indicating thar the Act did not apply to cigarettes marketed
without specific health claims. FDA/Dep't of Justice Brief in ASH v.
Hargis (No. 79-1397), at 16. Again, in 1963, an FDA Bureau of
Enforcement Guideline stated that *[tJhe statutory basis for the exclu-
sion of tobacco products from FDA’s jurisdiction is the fact that
tobacco marketed for chewing or smoking without

therapentic claims, does not meet the definitions in the Food, Drug,
and Cosmetic Act for food, drug, device or cos 'c." Letter to Direc-
tors of Bureaus and Divisions and Dirxectors uf from FDA
Burean of Enforcement (May 24, 1963), in Public Health

240 (1972). WhenCon,gresslamerexmnedtke i
jurisdiction during its consideration of
FDA Conmgissioner Charles Bdwards testified
Iack of authority aver cigarettea and stated that"if cigarettes were to
be classified as dmgs, they would have to be removed from the mar-
ket hecause it would be impossible to prove they were safe for their
intended fuse]. "16 Hearings on S, 1454 2t 239. The Commissioner

15 Two of the main supporters of the Act were representatives from the
two leading tobacco States - Senator Bailey (D-NC) and Representative
Chapman (D-KY). See 83 Cong. Rec. 9094 (1938), In fact, Sen. Bailey
and Rep. G:apmwemammmmdﬂmmgmof&em

in the Conference Committes. Had there been any indication that the Act

might apply to tobacco products, we can only assume that such members
of Coogress would heve expressed opposition to the Act,

16 The Commissioner cited several cazes in support of the FDA's con-
clusion that it lacked authority aver cigercttes as customarily marketed.
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took the position that the Federal Cigarette Labeling and Advertising
Art_ discussed in greater detail below, reinforced that “the regulation
of cigarettes is to be the doawin of Congress.” Hearings on S. 1454
at 242, The Commissioner then concluded that “labeling or banning
cigarcties is a step that can be takefn] only by Congress. Any such
mnvebymcFDAwwldbemcoanw:mtheclmcongmwmﬂ
int=net * Hearings on S. 1454 at 242,

In 1977, Astion on Smoking and Health (ASH), a public health

group, petitioned the FDA to regulate cigarettes. ASH claimed that
cigarettes were drugs because they contain nicoting which produces
addiction in many smokers, and particularly in youth. Citizen Petition,
FDA Docket No. 77P-0185, at 4-11 (May 26, 1977)[G. Br. Att. 77].
In rejecting ASH™s petition, 17 the FDA cited & 1953 Second Circuit
opinion, FIC v, Lipgett & Myers Tobacco Co., 203 F.2d 955 (2d Cir.
1953), affirming on opinion below, 108 F. Supp. 573 (S.D.N.Y.
1952), for the proposition that cigarettes marketed without health
claims by the vendor are not within the FDA's jurisdiction. Specifi-
cally, the FDA quoted with approval the following language from the
court’s opinion: :

The legislative history, such as it is, coupled with indica-
tions of contemporaneous agministrative interpretation leads
me to the conclusion that Congress, had the matter been
considered, would not have intended cigarcttes to be

See, e.g., FIC v. Liggett & Myers Tohaeco Co 203?2‘!955(240&-
1953), affirming on opigion below, 108 R, Supp. 573 (S.D.N.Y. 1952);
Ugited States v, 354 Bulk Cartons . . . Tyjm Reducing-Aid Cigarettes,
178 F. Supp. 847 (D.N.J. 1959); United Statcs v, 46 Cartons . . . Fairfax
Cigarettes, 113 F. Supp. 336 (D.N.J. 1952),
17 A federal sppeals court upbeld the FDA's denial of jurisdiction. See
ASH v, Harris, 655 F.2d 236 (D.C. Cir. 1980). In upholding the FDA's
devial of jurisdiction, the court emphasized the relevance of the remarks
of the district court in Liggett. In construing the identical language of the
definitions in the Federal Trade Commission Act, the Liggett court
stated: “[surely. the legislators did not mean to be as all-inclusive as a
literal interpretation of {the definitions] would compel us to be.” ASH,
655 F2d at 240 (quoting Ligpett & Mvers, 108 F. Supp. st 576).
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-included as an article “intended to affect the functions of the
body of man” or in any other definition of “drug."

Ser Letter from FDA Commissioner Donald Kennedy to John F. Ban-
zhaf, II, at 3 (Dec. 5, 1977) (quoting Liggen & Myery, 108 F. Supp.
st 577) (stating that the FDA's consistent position has been that ciga-
reties marketed without health claims by vendors are not drugs within
the Act).

In 1978, ASH filed a second petition, claiming that cigaretter were
devices under the Act and thus were within the scope of the FDA's
Jurisdiction. Citizen Petition, FDA Docket No. 78P-0338 (Oct, 2,
lmmmhwhgﬂmlegmhnwhmoryofmeAct.dnmA
stated that “[T]nsofar as rulemaking would relate to cigarettes or
attached filters as customarily marieted, we have concluded that FDA
has no jurisdiction under [the definition of deviee], Therefore, no
tulemaking is permissiblc as 8 mater of Iaw.* Letter from FDA Com-
misgioner Jere E. Goyan to John F. Banzhaf, I and Peter N, Geor-
giades, at 12 (Nov, 25, 1980). In considering the effect of the Medical
Device Amendments of 1976 which modified the definition of device
to its current formmlation, the FDA Commissioner stated:

Specifically, there is no evidenee in the legislative history
that Congress intended to include cigarettes within the defi-

- nition of "device™ not does the legislative history contain
any discussion of a pazsibility that cigarcttes were*devices"
within the prior definition.

The amendments were thoroughly considered, and the
legislative history discusses the types of products intended
to be regulated and the types of health hazards with respect
to which the amendments were intended to provide anthor-
ity. Cigarettes are not meationed even though Congress was
aware of the considerable public discussion of the health
hazards of cigarette smnking. It is, therefore, not reagonable
to consider cigarettes a5 "devices" when there was no dis-
cussion dn the legislative history of cangressional intent to
provids jurisdiction over cigarettes or to provide authority
sumblem&engulanunofagumu
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Goymmmzln!m.n& Tae FDA'ShOldings and statements that
the Acz fails to provide "authority suitable to the regulation of ciga-
xrttes® age consistent with part I1.A's conclusion, gupra, that the Act's
regnlstary scheme simply canoot accomuuodate tobacco products.

Agszin in 1989, the FDA Comumissioner stated that:"it doesn't look
like it iz possible to rogulate [tobacco products] under the Food, Drug
and Cosmetic Act even though smoking, I think, has beeu widely rec-
ognized a5 being barmful to human heaith.* Hearings Before the Sub-
comm. on Rural Development, Agriculture, and Related Agencies of
the House Comm. on Appropriations, 100th Cong., 2d Seas. 409
(1989). The above statements evidence the FDA's position from 1914
until the present rulemaking attempt that, as a matter of law, it did not
have jurisdiction to regulate tobacco products as customarily mas-
keted. The FDA's public, consistent, and longstanding interpretationl8
of the Act gains even more significance when viewed in conjunction
with the actions of Congress during the same time period.

2C sonal Tnacti

We recopnize the. general reluctance of courts to rely on congres-
sional inaction as a basis for statutory interpretation. See Brecht v
AMM 507 U.S. 619, 632 (1993) (noting that "[2]3 a peneral
wmarter, ‘oe are reluctant to draw iaferences from Congress’s failure
o act'") (quoting Schaeidewind v. ANR Pipeline Co,, 485 U.S. 293,
306 (1988)). However, under certain circumstances, inaction by Con-
gress may be interpreted as legislative ratification of or acquiescence
I an ggency’s positlon. See Bah Jones Upiv, v. United States, 461
U.S. 574, 601 (1983) (stating that "{iln view of its prolonged and
acute awareness of so fmportant an issue, Congress’ failure to act on
the bills proposed on this subject provides added support for conclud-

18 We do not mean to suggest that an agency is always irrevocably
boundbyinpﬂotin:crpmﬁonsofammm. However, we note that an
agency’s interpretation of a stanitory provision that conflicts with the

agency®s exrlier interpretation is "‘eatitled to considerably less defer-
ence” than a consistently heald agency view,” Good

Good Samaritan Faosp, v,
Shalala, S08 U.S. 402, 417 (1993) (quoting Watt v, Alaska, 451 U.S.

259, 273 (1981)). In addifion, the evidence of legisiative ratification also

weighs agamst the FDA'S actions in the present case,
32
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mgﬂmC-ugnsswquwmdmth:eruhugs') In Bob Jones, the
Court examined Congress' fniluretomdxfytonRSnﬂmgswheu
the public and Congress were well awate of the position of the IRS.
Bob Jones, 461 U.S. 599-602. In finding legislative acquiescence to
the IRS position, the Court emphasized: extensive hearings held by
Congress oa the issue; the introduction and failure of numetaus bills
m Congress introduced to overturn the IRS"s interpretation of the
Internal Reverme Code; and Congress® awareness of the RS position
when enacting other, related legistation. Bob Jones, 461 U.S. at 599-
601; see also United States v, Riverside Bayview Homes, Inc., 474
U.S. 121, 137 (1985) (finding legisiative acquiescence and explaining
that "a refusal by Congress to overrule an agency’s construction of
Jcgislation” is particularly relevant "where the administrative con-
struction hzs been brought to Congress’ attention through legislation
specifically designed to supplant it"),

We are of opinion that the matter before us presents an equally
strong case of legislative acquiescence.19 As noted by the district
‘canrt, Congress has introduced numerous bills that would have
gramed the FDA Jurisdiction over tobacco products. Sec Coyne
Beabin, 966 F. Supp. at 1382 (stating that “members of Congress
agreed with FDA's assertions that it lacked jurisdicion” and thus
introdneesd bills expressly granting the FDA jurisdiction "in an effort
to remedy the situation”). In fact, the district court listed 15 different
hills introduced in Congress which would haves expressly granted the
FDA jurisdiction over tobacco products. Coyne Beahm, 966 F. Supp.
at 1382, However, none of these bills were cnacted. As discussed

~ @bove, FDA officizlx have testified at many congressional bearings
reparding the FDA's lack of jurisdiction over tobacco products. See
also Coyne Beahm, 966 F. Supp. at 1381, Thus, Congress has been
well aware of the FDA's position that it lacked jurisdiction over
tohacco products since 1914. On several occasions, Congress has
enacted legislation to deal specifically with the dangers of tobacco
mmmmeumdlcghhﬁmmovmumtheFDA’s

19 The district court attempted to distinguish the Bob Jones and
Riveryide Bayview cases by noting that they involved agency acticn
rather than statetents by an agency that it did not have jurisdiction to
art. Coype Beahm, 966 F. Supp. at 1383, We fail to scc any rcal distine-
tion 2nd thus find the cases applicable.

n
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imterpresation of its jurisdiction under the Act, Accordingly, this is not
2 case where congressional inaction demonstrates™ UBAWAILHESS, pre-
occupation, or paralysis " See Zuber v, Allen , 396 U.S. 168, 185-86
n.21 (1969). WebdxevethattheacuonsmecwdmdukmbyCon-
gress with respect to the regulation of tobacco provide strong evi-
dence of congressional intent that it, and not the FDA, controls the
regulation of tobacco products.

3. Congress” Tobaceo-Specific Legislation

‘Under Chevyon™s instruction to apply the traditional rules of stata-
tory constructian, it is also appropriate to consider the provisions of
the “whole law, and . . . its object and policy® in ascertaining the will
of Cangress. Dole v. United Steelworkers of America, 454 U.S. 26, 15
(1990) (quoting Pilot Life Ins, Co. v, Dedeaux . 481 U.S. 41, 51
(1987)). Having examined the Act and prior actions of the FDA and
Congress, we now take a closer look at three statutes and related
smendments (collectively referred to as the tobacco-specific legisls-

" tion) enacted by Congress for the purpose of addressing public health
concerns about the use of tobacco prodoets.

The Issue is not, in the words of the stalking horse set up by the
government, whether these three statutes parvially repeal or amend the
Acz to withhold jurisdiction over tobacco products from the FDA.
FDA Red Br_ at 57. Rather, we examine the tobacco-specific legisla-
tion #8 a part of our inquiry into congressional intent. As discussed
above, we are of opinion that the statutory text, viewed as a echerent
whole, clearly indicates that Congress did not intend the FDA's origi-
nal qurisdictional grant to include tohacco products. Thus, the sub-
sequent enactment of tobacco-specific legisiation provides corrob-
orating evidence of cstablished congressional intent.

In Jamary 1964, the publication of the first Surgeon Geperal's
report on smoking and health called the federal povernment’s atten-
tion to the dmgers of tobacco products, Dept, of Health, Education

dedfm Smioking and Health; Report of the Advisory Comumittes
ral of the Public Heall (1964); sec alsp

HR.Rnp No. 289, 91st Cong., 1st Sess., at 5 (characteriving the
19645urgmn6m1:chonastlw pnn::palbasia'forreguhrnty
cfforts). Shortly thereafter, the House Committee on Interstate and

4
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Foreign Commerce initiated a series of hearings reparding the federal
government's role in dealing with amoking-related health problems.
Committee €hairtman, Representative Oren Harris, stated that:

‘The purpose of these hearings will be, if we can reach thar
point, to determine the extent of authority under existing law
to deal with the various aspects of this general ficld, and to
determine whether any action of the Congress is warranted
in the imerest of public health. In other words, we want to
find our under our responsibility whether or not legistative
artion is necessary, and if so, what kind,

Hezrings Before the Comm. on Interstate and Foreign Commerce on
Bills Regulating the Labeling and Advertising of Cigarettes and
Relating to Health Problems Associated with Smoking, 88th Cong.,
24 Sess. 23 (1964).

During the course of these hearings, Congress considered and
rejected the option of granting the FDA jurisdiction over tobacco
products, Of the eleven bills submitted to the Committee, two would
have expressly amended the Act to make it applicable to tobacco,
products, 1964 Hearings at 2-12, These two bills proposed expansion
of the Act to cover tobacco products by creating a new category of
products subject to FDA jurisdiction. Sec 1964 Hearings at 4-7 (sug-
gesting creation of new category entitled *smoking products®), These
two bills also proposed new operative provisions applicable oaly to
“smoking products.”20 1964 Hearings at 4-7. As part of the hearings,
Surpeon General Termy was asked whether the Department of Health,
Educstion, and Welfare (HEW), the FDA's parent department, had
authority to regulate tobacco products. Dr. Terry's unqualified
Tesponse was that his department did not believe that it had “such
muthority in existing lsaws poverning the Public Health Service and
Food and Drug Administration. * 1964 Hearings at 56. Similar testi-
mony was later provided by the Deputy Comumissioner of the FDA.
See Cigarettr Labeling and Advertising: Hearings Before the House

20 The fact that the two proposed bills created a new jurisdictional cate-
gory and new operative provisions for tobacco products {s consistent
with cur analysis in purt ILA, supra, which concludes that the curreat
structure of the Act cannot accommeodate tobacca products.

s
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Comu. on Interstate and Foreign Commerce, 89th Cong., 2d Sess.
193 (1965) (statement of Deputy Commissioner Raskin that *[tjhe
Food and Drog Administration has po jurisdiction under the Food,
Drug, and Cosmetic Act over tobacco, unless it bears drug claima®);
see alzo 111 Cong. Ree. 13431 (1965). In addition, the Secretary of
HEW, Anthony J. Celcbrezze, warned the Committee that giving the
FDA jurisdiction over tobacco products "might well” Icad to & ban
and that such a ban would be conmrary to the intz=nt of Congresa and
the will of the American public. See 1964 Hearings at 18 (stating that
a ban would be "contrary to whai, we understand, is intznded or what,
in the light of our experiencs with the 18th amendment, would be
acceptzhle to the American people”).

Following the hearings and consideration of the various bills, Con-
gress responded to the Surgeon General®s report by enacting The Fed-
eral Cigarette Labeling and Advertising Act (Cigarettc Labeling Act),
Pub. L. No. 89-92, 79 Star. 282 (1965) (codified at 15 U.5.C. §§ 1331
¢t seq.). In peaeral, the Cigarette Labeling Act tequired manufacturers
to place specific health-hazard wamings from the Surgeon General on
cigerette packaging, advertising, and bilfboards, 15 U.S.C. § 1333,
“The Cigarctte Labeling Act also set forth congressional policy regard-
ing regulation of tobacco products:

It is the policy of the Congress, and the purposs of this
chapter, to establizh a camprehensive Rederal program to
deal with cigarette labeling and advertising with respect to
any relationship between smoking and health, whereby -

(1) the public may be adequately informed about any -
adverse health effects of cigarette smoking by inclusion of

waming natices on each package of cigarettes and in each

advertizement of cigarettes; and
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15 U.S.C. § 1331. Thus, the express goal of the Cigarette Labeling
Act i3 to warn consumers about the health hazardx of smoking while
alsg protecting the national economy.

mmuwmappmﬂymiduedﬂmtthcplunuﬁsdam
that the separate preemption provision of the Cigarette Labeling Act
precluded any further regulation of tobacco products except by Con-
gress. See Coyne Beahm, 966 F. Supp. at 13835- 1386. We do not think
that the claim was o broad then, certainly it is not so broad pow.
While it is true that 15 U.5.C. § 1334, requites that no statemnenat relat-
ing to smoking or health other than the statcment required by § 1333,
shall be required on any cigarctte package, that'is not 2 statement
excluding other regulation of tobeceo products. But the fact that Con-
gress has, some 27 years after the establishment of the FDA in its
present form, enacted the Cigaretts Labeling Act, is strong evidence
that Cangress has reserved for itself the regulation of tobacco prod-
ucts rather than delegating that regulation to the FDA.

Congressional policy, as set out in the Cigarette Labeling Act, can-
not be harmonized with the FDA's assertion of jurisdiction over
tobacco products. First, by enacting the Cigarette Labeling Act rather
than other proposed legislation, Cangress clearly rejected the pro-
posed regulatory role for the FDA. Next, the Act charges the FDA
with protecting the public health, but does not anthorize the FDA
consider protection of commerce and the nstional economy. Thus, by
the terms of its enabling statute, the FDA is not capable of complying:
with Congress’ zstated policy regarding the regnlation of tobscco prod-
ucts. In addjtion, the congressionally-established regulatory plan of
the Cigarette Labeling Act directly contradicts the FDA's mdatury
requirements set forth in the Act. As discussed gupry in part ILA, the
Act prohibite the sale or distcibution of unsafe devices, See, e.g., 21
U.S.C. §§ 331(a), 352(3). In contrast, the Cigarette Labeling Act rec-
~ Ognizes the unsafe and dangerous pature of cigarettes, but permits

contingned marketing with consumer warnings. 15 U.S.C. §§ 1331,
1333. The decision by Congress to allow continued marketing of
unsaft products cannot be reconciled with the operative provisions of
the Act, primarily becanse the Act does not allow FDA consideration
of the factors involved in Congress' policy deterrnination. See 15
U.S.C. § 1331(2) (establishing policy of protecting "commerce and
the national cconomy™).
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Finally, in developing the Cigarette Labeling Act, Congress clearly
considered and rejected a role for the FDA. The government does not
produce any legislative history to the contrary. The legislative history
of the Cigarette Labeling Act is thus important to understanding con-
gressional inteqt because it reflects the historical context in which the
Cigarette Labeting Act was developed. See Radowich v, United ‘Stateg
Att'y, 658 F.2d 957, 961 (4th Cir. 1981) (stating that courts should
look at the "clearly expressed intention as expressed without dissent
In the legistative history® to be certain that their construction of a stat.
nte is consistent with the "manifeat purpose as clearly mirrared in the
legislative history™). Thus, the Cigaretts Labeliog Act and ths context
in which it was enacted provides evidence of Congress’ intent that the
FDA not kave jurisdiction over tobacco products. Subsequent lepisla.
tion by Cengress reinforces our understanding of this expressed con-
greasiona] intent

The Cigarette Labeling Act's advertising and labeling regulations
eriginally were set to expice on June 30, 1969. In response, the Fed-
ers] Commmnications Commission (FCC) introduced a proposal to
ban all television and radio cigarette advertising. 34 Fed. Reg. 1959
(1969). In addition, the Federal Trade Commission (FTC) renewed its
proposed rule from 1964, See 34 Fed. Reg. 7917 (1969) (citing health
hazards of smoking and proposing warning statements for cigarete
packages and advertisements).21 Again, Congress debated the role of
admainistrative agencies in the regulation of tobacco products. See
genenally Cigarette Labeling and Advertising: Hearings Before the
“House Comm. on Interstate and Foreign Commerce, 91gt Cong., 1st
Sess. (1969). The House Repornt stated: -

The regulations [proposed by the FCC and the FTC] mise
basic constitutional questions and would affect the growing,
sale, and manufacturing of tobacco for cigarettes and the
persons involved in or affected by those activities. These -
activitics cut across the whole spectrum of commercial and
social Jife in the United States_ It is therefore an ares where
the Congress, if anyone, must make policy.

21 We pote that the FDA took nn action at this time.
]
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Aside from the questions of constitutional and statutory
law which the two agencies' proposed rules raise, they age
an assumption by thesc agencies of policymaking with
respect to 4 subject matter on which the Congress has made
policy . . ., [and]} has stated its intention to be the exclusive
policymaker on the subject matter . . .

H.R Rep. No. 289, at 4-5.

Following thesc debates and hearings, Congress amended the Cige-
rette Labeling Act by enacting the Public Health Cigarette Smnking
Act of 1969, Pub. L. No. 91-222, 84 Stat. 87 (1970). Basically, the
1969 Act reenacted the Cigarette Labeling Act, but with several
amendments. 22 Notably, Congress did not amend or replace 15 U.S.C.
§ 1331, the provision setting out its policy determination regarding

the regulation of tobzcco products.

Congress showed a contimiing interest in the regulation of tobacco
products with the Alcohol and Drug Abuse Amendments of 1983,
Pub. L. No. 98-24, 97 Stat. 175, 178 (1983) (codified at 42 U.S.C.
§5 290aa et seq.). These amendments require the Secretary of HHS,
FDA's parcnt agency, to submit certain reports to Congress every
three years. 42 U.S.C. § 290aa-2(b). The stamte directs the Secretary
to report to Congress cttrrent findings on "the addictive property of -
tobaoco® and to recommend “legislation and sdwministrative action as
the Secretary may deem appropriate.” 42 U.S.C. § 290aa-2(bX2)-(3).
This statute cvidences Congress® awareness of the addictive nature of
tobacco products and its intent to retain control over further regula-
tory actloxn.

In 1984, Congress again amended the Cigarette Labeling Act, but
retained the basic regulatory approach established in 1965. See Com-

22 For example, the 1970 amendments changed the wording of the
waring to be included on cigarette packages, 15 U.8.C. § 1333; revised
§ 1334's express preeruption provision; and nmade it unlawful to advertise

on electronic communications suhject to FCC jurisdiction, 1S
US.C. § 1335,

39
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prehensive Smaking Education Act (Smoking Bducation Act), Pub. L.
No, 98-474, 98 Stat. 2200 (1984) (amending the Cigarette Labeling
Act). The Smoking Bducation Act required rotating wamings on ciga-
rette packaging and sdvertising, 15 U.S.C. § 1333; established an
Interagency Committee on Stooking and Health, including members
fram the FTC, the Department of Education, and the Department of
Labor, but oot from the FDA, 15 U.S.C. § 1341(b); and required
anmal disclosure of tobaceo ingredients to the Secxetary of HHS, 15
U.S.C. § 1335a. Quoting U.S. Surgeon Geperal Dr. C. Everett Koop,
the House Repart recommending this leglslation described cigaretie
sinoking as "the most important public issue of our time,* H.R. Rep.
No. 808, 98th Cong., 2d Sess., at 12 (1984), Consistent with the prior
sctions of Congress discussed above, the House Report recognized
that “[flederal laws that protect the public from hazardous food, drugs
and consser products do not apply to cigarettes.” H.R. Rep. 80S, at
12,

In 1985, Congress created a simijlar regulatory program for smoke-
1ess tobaceo, bat with some additions.23 Comprebensive Smokeless
Tobacco Health Education Act (Smokeless Tobaceo Act), Pub. L. No,
99.252, 100 Stat. 30 (1986) (codified at 15 U.S.C.§§ 44014408). In
general, the Smokeless Tobacco Act required specific health warmnings
in smokeless tobacco advertising and on packaging, 15 US.C.,

§ 4402(a),(b); authorized the FTC to issue specified regulations
reganding the content and form of jabel warnings, 15 U.S.C.

§ 4402(c); banned advertising on electranic commnications subject
to RCC jurisdiction, 15 U.S.C, § 4402(f); and required amual ingredis
ent and nicotine-level reporting to the HHS Secretary, 15 U.S.C.

§ 4403. In addition, the Smokeless Tobacco Act authorized the Secre-
tary of HHS to develop a program for informing the public of the
heaith hazands caused by use of smokeless tobaceo, 15 U.S.C.

§ 4401(a). Specifically, the Secretary i3 instructad to make this infor-
wmation available to school systems for educational purposes. 15
U.S.C. § 4401(a)(1)}(B). The statute also provided for technical and
financinl assistance to States for their development of educational
programs sbout the dangers of smokeless tobacco and for establishing

23 It is worth noting that Congress gdopted a very similar approach to
the one taken in the Cigarette Labeling Act, even though it had expressly
reeogmmd the addictive nature of wbacco. 42 U.S.C. § 290aa-2(b)(2).

40
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18 as the minimum age for purchasing smokeless tobacco. 15 U.S.C.
§ 4401(b).24 Finally, the Smokeless Tobacco Act requires the Secre-
tary of HHS to submit biesatal reports to Congress containing "a
description of the effects of health education efforts,” "an evaluation
of the health effects of smokeless tobacco products,” and “recommen-
"datioms for legislation and administrative action." 15 U.S.C.

§ 4407(a).

Lik the Cigarette Labeling Act, the Smokeless Tobacco Act also
contains an express preemption provision. Sce 15 U.S.C. § 4406 ({pro-
viding that *[n]o statement relating to the use of smokeless tobacco
products and health, other than the staternents required by section
4402 af this title, shall be required by any Federal agency to appear
an any package or in any advertisement”). However, as discussed in
relation to the Cigarette Labeling Act, this express preemption provi-
sion does not detract from our examination of the statute 2s a tool for
determining congressional intent. In recornmending passage of the
Smokeless Tobacco Act, the Houze Report cited particular concerns
ahout the popularity of smokeless tobacco with minors. See S. Rep.
No. 209, 99th Cong., at 4 (1985), reprinted in 1986 U.S.C.C.A.N. 7,
10 (stating that "a major reason for the developmeat of a legislative
proposal is the alarming incidence of use by children”). Thus, in
1986, Congress consideted the very issues that the FDA now purports
to address in its praposed regulations.

Within the context of the FDA's repeated stated positions that jt

had oo jurisdiction, Congress enacted comprebensive legistation
addressing many of the activities that the FDA now attempts to regu-
Iatz, based on the same concerns relating to youth use now cited by
the FDA. The enactment of the Smokeless Tobanco Act in no way
supports a conclusion that Congress intended to give the FDA juris-
diction over tobacca products, To the contrary, the detailed scheme
areated by Congress evidences its intent to retgin authority over regu-
lation of smaokeless tobacco. Cf. Pattcrzon v. Mclean Credit Unjon,

24 As discussed below, Congress built on the youth education and age
Limi: provisions of the Smokeless Tobacco Aet in the Alcohol, Drug
Abuse, and Mental Health Adminigtration Reorganization Act of 1992
(1992 Amendments), Pub. L. No. 102-321, 106 Stat. 394 (codified at 42
U.S.C. § 300x-26).
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491 U.S. 164, 181(1989) (stating that courts "should be refuctant . . .
to read an earlier stamtes broadly where the result is to circumvent the
detalled remedial echeme constructed in a later statute®), The FDA
may not, without empowerment by Congress, coustruct what it
belizves is a "betier® regulatory scheme. MCI, 512 U.S. at 234, If the
FDA believed that additional regulation was needad, the Secretary
should hiave recommended such sction to Congress, as directed in the
Smokeless Tobacco Act. 15 US.C. § 4407(a)(4).

mm,mmwdmedmepmblmofyouthm to
tobacco products. The Alcohol, Drug Abuse, and Mental Health
Administration Reorganiration Act of 1992 (1992 Amendments),

Pub. L. No. 102-321, 106 Stat. 394, focused on regulatica at the state
level by providing financial incentives tn States which coact and
enforce access mestrictions for ndividuals under age 18. 42 U.S.C.

§ 300x-26.25 '

The 1992 Amenodments express clear congressional inteat that

States excrcise their traditional police powers and take g primary role
in attacking the problem of youth access to tobacco products. How-
evex, the FDA's proposed regulatory schems would preempt much
state regulation in this area, including more stringent regulations than
those proposed by the FDA. The Act prohibits States from imposing
oa devices any requirements "different from, or in addition to” those
imposed by the FDA. 21 U.S.C. § 360k(a). Thus, if the Act applied
to tobacco products, § 360k(a) would prohibit Statcs from addressing
the prohlem of youth access. The FDA responds, FDA Red Br., p. 67,
n. 16, that Stafes "might” qualify for excoptions from preermption
under § 360k(b). However, the possibility of a discretionary exemp-
tion does not take away the inherent copflict between the state regula.

25 More specifically, States are eligible for the finsncial incentives only
if they: (1) prohibit sales to individuals under age 18, 42 U.S.C. § 300x-
26(a)(1): (2) enforce the prohibition in a way that"can reasonably be
expected to redoce the extent to which tobacco products are available to
ndividuals under the age of 18,° 42 U.S.C. § 300x-26(bX1); (3) conduct
“random, unamaounced inspections” of retailers to check compliance, 42
U.S.C. § 300x-26(bX2)(A); and (4) make anmal reports to the HHS Sec-
retary regarding the manner and success of state enforcement activities,
42 US.C. § 300x-26(b)(2XB).
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tory role established by Congress and the FDA's proposed schemse.
In developing its regulatory scheme for tobacco products, Congress
made a policy determination that state participation was necessary for
effective regulation of youth access. Allowing the FDA to override
this decision wonld be contrary to congressional intent.

Over the last 60 years, Congress bas enacted numetous statutes and
amendments for the regulation of tobacco products, Throughout this
" period, Congress was well aware of the dangers of tobacco products
and of the FDA"s consistent position that it had no jurisdiction over
tobacco products. Yet, Congress took oo steps to averturn the FDA's
interpretation of the Act, that it had no jurisdiction over tobacco prod-
ucts a5 customarily used. In fact, Congress deliberately rejected a role
for the FDA during its consideration of various legisiation from 1965
through 1993.26 Instead, Congress developed a regulatory scheme
wheeby it retained the pesition of policymaker for the industry.27 In
addition, it developed a scheme whereby designated agencies would
periodically report any new information and reconumnendations for
legislation ar regulation to Congress.28 Taken together, these actions
by Congress arc relevant and corroborative cvidence that Congress
never intended to give the FDA jurisdiction over tobacco products.

II. Conclysion

This is ot a case about whether additional or different regulations
sre needed to address legitimate concerns about the serjous health -
problems related to tobacco use, and particularly youth tobacco use,
in this country. At {ts core, this case is about who has the power to

[T rpeTTs | ST RPN L P LR

26 Between 1965 and 1993, at legst 13 bills were introduced in Coun-
gress which would have given the FDA jurisdiction over tobacco prod-
ucts. None of these bills were enzscted.

27 Although Congress has given the FTC limited authority to regulate
advertising related to tobacco products, this power is limited by the
tobacco-specific legislation, 15 U.S.C. §§ 1336m, 4404-06.

28 The HHS, FTC, and Intcragency Comumitiee are all directed to maks

periodic reports to Congress including information on the health effects
of robacco products, the addictive nature of tobaceo products, cigarette

advertising. See e.g., 1S U.S.C. §§ 1337(a), (), 1341(a)-(c); 42 U.S.C.

§ 290aa-2,
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make this type of major policy decision. As the Supreme Court has
previously stated about a different agency and its epabling statute,
neither foderal agencies nor the courts can substitate their policy judg-
ments for those of Congxezs. See MCL, 512 U.S. at 234 (stating that
*our estimationz, and the [FCC"s] estimations, of desirable policy
cannot alter the meaning of the federsl Communications Act of
1934"). In rejecting the agency's interpretation of its enabling starute,
the MCI Court characterized the agency's actioa as “effectively the
introduction of a whole pew regime of regulation . .. which may well
be a better regime but is not the one that Congress established.® MCI,
$12 U.S. st 234. Accordingly, we do not, indeed cannot, pass judg-
ment on the merits of the regulatory scheme proposed by the FDA.
By its yltrs vires action, the FDA has exceeded the suthority granted
10 it by Congresz, and its rulemaking action cannot stand.

We are thus of opinion that Congress did not intend to delegate
jurizdiction over tobacco products to the FDA. Accordingly, the judg-
ment of the district court is

REVERSED.29

HALL, Circuit Jurdge, dissenting:

The FDCA delegates to the FDA the duty of prommigating and
enforcing regulations aimed at protecting the nation’s citizens from

misbranded and unsafe drugs and food. After years of considering an
array of evidence, much of it only recently brought to light, the FDA

29 This footnote is added to make clear that the judpment of the djstrict
court reparding the canstruction of 21 U.S.C. § 360j(e}), Coyne Beahmn,
966 F. Supp. at 1399-1400, is vacated. The district court’s construction
of § 360j(e) wax based on itt erroncons holding that the FDA had author-
ity to prommulgate regulations regarding tabaceo products, Had the district
court reacked the correct conclusion on the jurisdictional issue, there
wald have been 10 occasion to address the construction of § 360j(e).
Accondingly, we vacate the district court’s decision on that issue which
is the subject of the government’s sppeal. We express no opinion on that
question, and our declsion should not be construed as either agreeing
-with or disagreeing with the district court’s decision on the eonstruction
of § 360i(e).
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decided to regulate a product that is estimated to cause some 400,000
deaths a year. While not actually disputing that tobacco products
deliver a drug, nicotine, into the body, the majority would deny to the
FDArhemthorirytoacttoaddressmisactnowledgedhamuth
1 dissent.

Tobareo preducts fit comfortably imto the FDCA's definitions of
"drug” sud "device.® Inasmuch as cigarettes and smokrless tobacco
‘are responsible for illness and death on a vast scale, FDA regulations
almed 8t curbing tobacco use by children cannot possibly be contrary
to the general intent of the FDCA to protaet the public health, But
even when we expand our search for Icgisiative inteat beyond the
words of the smatite, the evidence falls far short of demonstrating that
Cengress inteaded to deay or withdraw jarisdiction over tabacco from
the FDA. Therefore, on the major question before us, [ would affirm
the district court's denial of summary judgment to the companies
the extent such judgment turns on the issue of the FDA's anthority to
regulate tobacco products. .

As a consequence of this view, I must alzo reach those subordingte
issues not discuzsed by the majority. I would affirm the detiial of
summary judgroent to the companies on the issue of the FDA's choice
of the "combination-products™ regulatory scheme. [ believe, however,
that the distriet court emed in ruling that the FDA cannot, as 2 marter
of statutory law, restrict the advertising of tobacco pursuant to the
agency's authority to tegulate the “sale” of such products.

l _ -~

When reviewing an agency's constrection of a statute, we mmst

first ask "whether Congress has directly spoken to the precise ques-
ton at issue.* US.A. 2 V. Na

Council, Inc , 467 U.S. 837, 842 (1984). The usuai tule is to enforce
the plain language of a statite according to its teyms. United States
v, Ron Pair Baters . Inc., 489 U.S. 235, 241 (1989), Whather the lan-
Buape is plain is "determined by reference to the language itseif, the
specific context in which the language is used, and the broader con-
text of the statate: as a whele.” Rohinson v, Shell Oil Commpany, 519
U.S. 337, __ , 117 S. C1 B43, 846 (1997). Here, the language iz
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plain, and the context does not command & result contrary to the plain
meaning,

The xajority devotes spproximately three paragraphs to the words
that form the heart of the FDA's jurisdictional elaim: *[TIhe term
‘drug* means , . . articles (other thas food) intended to affect the
structure or function of the body.” 21 U.S.C.§ 321(g)(1XC). While
as much as conceding that tobacco products fit the FDCA's “literal®
definition of drug, the majority concentrates instead on what it
belicves i abundant evidence glsswhere demonstrating that Congress
has never Intended that tobacco come under FDA authority. Despite
the apparent agreement about the “literal® meaning of "drug” and “de-
vice," a few words arc peeessary to set the stage before moving on
to a discussion of the "context” of the FDCA.

A

The miemaking record contains voluminous evidence of the phar-
macological cffects of nicotine; in addition to being highly addictive,
nicotine acts &5 a stimmlant, tranquilizer and appetite suppressant. See
61 Fed. Reg, 44665-66 (1996). Under these assumed factx, nicotine
clearly “affect[gs] the structure or function of the body of man . . .*,
and I do not umderstand the majotity to be saying otherwise. The only
arguable impediment to a complete fit between the texms of the etat-
ute and tobaceo products is the word *intended.®

Buildingg on the conclusjon that éie nicotine in tobscco products js
highly addictive, the FDA proffered four independent rationales to
satisfy the additional requirement that tobacco products be “intepded”
to affect the body: (1) a reasonabie manufacturer would foresee that
consumers would use the product to satisfy addiction, gee 61 Fed,
Reg. 44634, 44701-39; (2) most consumers do in fact use tobacco
mpmml mhmuﬁs(ymu!dwn' ion, see jd, at 44233; (3) the manufacturers
ong t consumers use the products for the pharmaco-
logical effects, gee id, at 44849; and (4) the manufacturees design the
products to deliver active dases of nicatine, gee id. at 44951, On rea-
soning with which I agree, the district court held that the FDA could
proffer evidence in support of the first and second of these rationales.
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Coyne Beshm, 966 F. Supp. at 1388.92. In addition, I would also per-
mit the use of recently disclosed evidence, including heretofore-secret
company docuroehts, that establish that the companies have knowo
about the addictive qualitics of their products for years and that ciga-
rettes are deliberately manipulated fo create and sustain addiction to

My dictionary contains the following definitions of*intend": *1. To
have i mind: PLAN. 2a. To design for a particular purpose. b. To have
-in mind for a particular purpose.” WEBSTER'S II NEW RIVERSIDE
UNIVERSITY DICTIONARY (1984), As a wmutter of simple English, the
resultang effect on the body — nicotine addiction— i= inteaded wheg

the manufacturer (as we are assuming for the purposes of this appeal)
deliberately designe the product to have that effect. This cieaning is

the primary, literal, and most commmon one attached to the word "in-
t=nd,” sud it is ordinarily the one we should use, See Asprow Seed Co,
¥_Winterboer, 513 U.S. 179, 187 (1995) ("When terms used in a stat-
ute are undefined, we give them their ordinary meaning.”). The
majority’s argument does not convince me that we ghould abandon

this commmon sense rule in this situadon,

Prior to these rulex, the FDA had "asserted jurisdiction over ciga-
remsonlywhmhcalthclnimswcremadcbythavmdmormﬁc-
turers.” Action on Smoking and Health v. Harris 655 F.2d 236, 239
& a7 (D.C. Cir, I%O)mmdﬂl(cmngasmlug_g
States v, 354 Bulk Cartons . . . Trim Reducinp-Aid Ciparettes, 178 F.
Supp. 847 (D.N.J. 1959).mwhchc:gmwmmrketedaswmght
reduction aids, and United States v. 46
Cigarettes, 113 F. Supp, 336{D.N.J., 1953), in which cigarettes were
marketed as helping to prevent respiratory diseazes). No other court,
however, has been confronted with the type and quantity of evidence
collected during the rulemaking process in this case; the strength of
nicotine"s addictive qualities, the exteat of the health problems cre-
ated by tobacco products, and the complicity of the manufectirers
bring ut 10 a different place than we have been before.

Products deliberately designed to create and sustain addiction are

oot likely to be marioeted as such: indeed, such products are more
likely listed elsewhere in Title 21 among the illegal controlled sub-
stances. It strikes me as patently absurd to comend that cigarettes and
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STATEMENT OF SUBJECT MATTER AND APPELLATE JURISDICTION

The district court had jurisdiction over this case under 28 U.S.C. § 1331. The district
court entered an order on April 25, 1997, granting in part and denying in part summary judgment
to the plaintiffs, and granting in part and denying in part an injunction; the court also certified its
order for immediate interlocutory review under 28 U.S.C. § 1292(b).

By order of May 13, 1997, this Court granted timely petitions for immediate appeal under
Section 1292(b) filed by two of the plaintiff groups and the defendants. This Court also has
jurisdiction over the Government's appeal under 28 U.S.C. § 1292(a)(1) because the Government
filed a timely notice of appeal (on May 2, 1997) from the partial injunction granted. The Court
has consolidated all appeals.

STATEMENT OF THE ISSUES

1. Whether the district court correctly held that, despite the Food and Drug
Administration's authority under 21 U.S.C. § 360j(e) to restrict the "sale, distribution, or use" of
tobacco products and to impose "other conditions," the agency lacked authority under that
provision to regulate the promotion and advertising of such products in relation to minors.

2. Whether the district court validly enjoined Food and Drug Administration regulations
governing access to tobacco products by minors and the labeling of these products, even though
the court upheld the agency's authority to issue those regulations.

STATEMENT OF THE CASE

A. Nature Of The Case

On August 28, 1996, after conducting the most extensive notice-and-comment rulemaking
in its history, the Food and Drug Administration (hereafter "FDA") published in the Federal

Register "Regulations Restricting the Sale and Distribution of Cigarettes and Smokeless Tobacco



to Protect Children and Adolescents.” 61 Fed. Reg. 44396 (1996) (reprinted in JA Exh. Vol.).!
Annexed to and made part of this rule was the "Jurisdictional Determination,” in which FDA
explained its statutory authority to regulate tobacco products. 61 Fed. Reg. 44619 (1996).

In these regulations, FDA determined that the nicotine in cigarettes and smokeless tobacco
is a "drug" within the meaning of the Federal Food, Drug, and Cosmetic Act (hereafter "the
Act"), and that tobacco products contain components that are "devices" under the statute. The
agency determined that cigarettes and smokeless tobacco contain both a drug (nicotine) and device
components, and that they are "combination products™ under the Act. The regulations are
designed to reduce smoking by children by restricting access to tobacco products by minors, as
well as the labeling, promotion, and advertising of these products.

Plaintiffs (tobacco companies, advertisers, and convenience store owners) filed this action
in district court, challenging the validity of FDA's regulations. They sought summary judgment,
claiming that, as a matter of law: (1) Congress has withheld from FDA the authority to regulate
cigarettes and smokeless tobacco as marketed by plaintiffs; (2) the Act does not authorize FDA
to regulate cigarettes and smokeless tobacco as drugs or devices; and (3) the restrictions that FDA
placed on advertising and promotion of cigarettes and smokeless tobacco violate the First
Amendment. In moving for summary judgment, plaintiffs accepted as true the facts found by FDA
in its jurisdictional determination and the preamble to the tobacco regulations.

The district court partially granted and pairtially denied plaintiffs' motions. The court

agreed with FDA that the agency has authority to regulate tobacco products under the Act, and

" (JA _ ) citations refer to pages in the Joint Appendix filed with this brief. The FDA final
regulations, preamble, and jurisdictional determination are included in the Joint Appendix as a
separately bound Exhibit Volume with the original Federal Register pagination.
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therefore can restrict access by minors to such products. The court further held, however, that
21 U.S.C. § 360j(e) does not authorize FDA to regulate promotion and advertising of tobacco
products to minors, and, accordingly, it enjoined those restrictions. The court also enjoined many
of the restrictions that it had ruled the agency had authority to impose.

B. The Statutory Scheme

In 1938, Congress passed the Federal Food, Drug, and Cosmetic Act, expanding the
definition of "drug"” in the Food and Drugs Act of 1906 to include articles "intended to affect the
structure or any function of the body." 21 U.S.C. § 321(g)(1)(C). This expansion was intended
to "amplif[y] and strengthen[]" the statutory scheme. H.R. Rep. No. 75-2139, at 2 (1938).

Congress also granted FDA the authority to regulate "devices,” which include items
intended to affect the structure or any function of the body. 21 U.S.C. § 321(h). The "expansion
of the definition of the term 'drug' and the inclusion of devices are essential if the consumer is to
be protected against a multiplicity of abuses not subject to the present law." S. Rep. No. 74-646,
at 1 (1935). The Supreme Court described this legislative change:

The historical expansion of the definition of drug, and the creation of a parallel

concept of devices, clearly show, we think, that Congress fully intended that the

Act's coverage be as broad as its literal language indicates — and equally clearly,

broader than any strict medical definition might otherwise allow. * * *

[Rlemedial legislation such as the Food, Drug, and Cosmetic Act is to be given

a liberal construction consistent with the Act's overriding purpose to protect the

public health.
United States v. An Article of Drug ...Bacto-Unidisk, 394 U.S. 784, 798 (1969) (emphases added).

As the Act now reads, "drug” includes, in relevant part, "articles (other than food)
intended to affect the structure or any function of the body of man or other animals." 21 U.S.C.

§ 321(g)}1). (The relevant portions of the Act are reprinted in an addendum to this brief.)

"Device" includes "an instrument, apparatus, implement, machine, contrivance, implant, in vitro
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reagent, or other similar or related article, including any component, part, or accessory, which
is * * * intended to affect the structure or any function of the body of man or other animals, and
which does not achieve its primary intended purposes through chemical action within or on the
body of man or other animals and which is not dependent upon being metabolized for the
achievement of its primary intended purposes.” Id., § 321(h).

The Act imposes substantial restrictions regarding the design, content, manufacture,
distribution, advertising, sale, and use of drugs and devices, and has also provided FDA with
broad regulatory authority to protect public health.?

For example, the Act mandates that certain drugs may be dispensed only pursuant to a
prescription. 21 U.S.C. § 353(b). A related, but more expansive provision for devices
authorizes FDA to restrict the "sale, distribution, or use” of a device. 21 U.S.C. § 360j(e)(1) —
the provision at the center of this case — provides, as pertinent, that FDA

may by regulation require that a device be restricted to sale, distribution, or use —

(A) only upon the written or oral authorization of a practitioner licensed by law to

administer or use such device, or (B) upon such other conditions as [FDA] may

prescribe in such regulation, if, because of its potentiality for harmful effect or the
collateral measures necessary to its use, [FDA] determines that there cannot
otherwise be reasonable assurance of its safety and effectiveness.

In addition, the Act bans the misbranding of drugs and devices (see 21 U.S.C. § 331(b)),
and restricted devices are misbranded if their advertising is false or misleading, or if they are sold,
distributed, or used in violation of regulations promulgated by FDA. See 21 U.S.C. § 352(q).

The Act also requires that all advertisements for restricted devices include a statement of the

intended uses of the device and relevant warnings regarding side effects, precautions, and

?In the Act, Congress has made most delegations of authority to the Secretary of Health and Human
Services through the Commissioner of Food and Drugs. 21 U.S.C. § 393(b)(2). For simplicity, we
refer to the legislative delegations as being made to FDA.
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contraindications. 21 U.S.C. § 352(r).

For produ-cts that constitute "a combination of a drug, device, or biological product,” the
Act provides that FDA shall determine "the primary mode of action of the combination product,”
which then determines which agency component will be assigned responsibility for premarket
review of the product. 21 U.S.C. § 353(g)(1). The agency may regulate drug/device combination
products using its drug authorities, device authorities, or both. 61 Fed. Reg. 44400-03.

In sum, the statutory scheme established by Congress provides for broad definitions of
drugs and devices, allows for significant limits on the "sale, distribution, or use” of such products
(as well as combinations of the two), and delegates to FDA substantial authority to establish by
regulation the conditions under which devices may be made available to the public.

C. Statement Of The Facts

1. The Health Effects of Cigarettes and Smokeless Tobacco

FDA's extensive rulemaking record shows that tobacco use is the largest cause of
preventable death in.the United States. More than 400,000 people die each year from
tobacco-related illnesses such as cancer, respiratory illnesses, and heart disease. Tobacco alone
kills more Americans annually than AIDS, alcohol, car accidents, homicides, suicides, illegal
drugs, and fires combined. The average tobacco user loses 15 years of life. 61 Fed. Reg. 44571,

Although death from tobacco use occurs among adults, FDA found in its rulemaking that
tobacco use is a "pediatric disease” because most adult smokers become addicted to nicotine in
tobacco during childhood. Id. at 44421. Over 80% -of the adult smokers in the U.S. started to
smoke as children or adolescents. Because nearly all first use of tobacco occurs before high school
graduation, if adolescents can be kept tobacco-free, most will never start using tobacco. Id. at

44399. Most of the children and adolescents who now smoke already regret their decision to start
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and say they want to quit, but cannot. /d. at 44398.

Approximately three million American children and adolescents now smoke; an additional
one million adolescent males use smokeless tobacco. Every year, approximately one million
children and adolescents begin to smoke — nearly 3,000 per day. FDA found that one of every
three young tobacco users will eventually die from a tobacco-related disease. Id. at 44398, 44568.

In its rulemaking, FDA recognized that the problem of youth tobacco use is getting worse.
The agency found that the percentage of eighth and tenth graders who smoke has risen for four
consecutive years. The prevalence rates of adolescent smokers are 20% to 30% higher than in
1991. Id. at 44399. Based on these facts, FDA concluded that cutting in half the number of
children and adolescents who start to use cigarettes and smokeless tobacco will have profound,
beneficial effects on public health. Id. at 44568-69.

2. The Basis for the Assertion of FDA Jurisdiction

FDA has authority to address the serious public health problems caused by cigarettes and
smokeless tobacco if they are "drugs” or "devices" under the Act. Historically, FDA has asserted
jurisdiction over tobacco products when there was sufficient evidence to establish that the products
were "intended” to affect the structure or function of the body. See, e.g., United States v. 354
Bulk Cartons . . . Trim Reducing-Aid Cigarettes, 178 F. Supp. 847 (D.N.]J. 1959). Conversely,
when the evidence failed to support a finding of intent to affect the structure or function of the
body, FDA determined that it lacked jurisdiction to regulate cigarettes. 61 Fed. Reg. 45222-23.

Prior to this rulemaking, FDA last considered in the late 19765 whether it had jurisdiction
over cigarettes for which no express therapeutic claims were made, when it rejected petitions by
Action on Smoking and Health ("ASH") that urged FDA to regulate cigarettes as drugs or devices.

The agency then concluded that the available evidence was insufficient to establish that cigarettes
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were intended to affect the structure or function of the body. The D.C. Circuit deferred to FDA's
judgment, but expressly left open the possibility that, in the future, FDA could obtain sufficient
factual support to exefcise jurisdiction generally over cigarettes and smokeless tobacco. See ASH
v. Harris, 655 F.2d 236, 23941, 242 n.10 (D.C. Cir. 1980).

In April 1988, the American Heart Association and other public health organizations again
petitioned FDA to regulate cigarettes under the Act. FDA conducted an extensive investigation,
issued a proposed rule with a jurisdictional analysis, and invited public comments. 60 Fed. Reg.
41314 (1995). The jurisdictional determination published on August 28, 1996, is the agency's
decision on this issue. As summarized below, FDA has now found that cigarettes and smokeless
tobacco fit the statutory definition of drugs and devices because they "affect the structure or any
function of the body," and these effects are "intended" by the manufacturers.

a. The Evidence That Nicotine in Cigarettes and Smokeless Tobacco
"Affect[s] the Structure or Any Function of the Body"

FDA's determination that nicotine in cigarettes and smokeless tobacco affects the "structure
or any function of the body" is based on the key findings that nicotine in cigarettes and smokeless
tobacco causes and sustains addiction. 61 Fed. Reg. 44630, 44665-66. Nicotine does so by
exerting psychoactive, or mood-altering, effects on the brain, and by producing chemical reactions
in the brain that motivate repeated, compulsive use and create dependence in the user. Id. at
44666. Nicotine directly affects a part of the brain known as the mesolimbic system, which
rewards the repeated consumption of certain pleasurable substances. It is believed that
amphetamine, cocaine, and nicotine all cause the compulsive drug-seeking behavior of drug
addiction through the same mechanism: increasing the activity of the neurotransmitter dopamine

within the mesolimbic system. Id. at 44700. In some cases, nicotine in cigareties and smokeless



tobacco can have a sedating or tranquilizing effect on mood and brain activity, while in others, it
can have a stimulant effect. Ibid. Further, clinical and animal studies indicate that nicotine causes
weight loss, and that cessation of nicotine administration results in weight gain. Ibid.

FDA found that these effects on the structure and function of the body are significant,
quintessentially drug-like, and the same as those that FDA has traditionally regulated in drugs such
as stimulants, tranquilizers, appetite suppressants, nicotine replacement products, and narcotics
used to treat addiction (e.g., methadone). Id. at 44632, 44666-70.

b. The Evidence That the Pharmacological Effects of Nicotine in
Cigarettes and Smokeless Tobacco Are "Intended"

FDA found that since it last examined its jurisdiction over tobacco products three
independent categories of evidence have emerged, demonstrating that the pharmacological effects
described above are "intended.” 61 Fed. Reg. 45227.

Foreseeability.  First, there has developed "a scientific consensus, on the basis of
overwhelming scientific evidence, that nicotine in cigarettes and smokeless tobacco is highly
addictive and produces significant effects on the structure and function of the body." 61 Fed. Reg.
45227. Before 1980, no major public health organization had determined that nicotine was an
addictive drug. By 1995, however, all major public health organizations in the United States and
abroad with expertise in tobacco or drug addiction, including the American Psychiatric Association
(1980), the U.S. Surgeon General (1986 and 1988), the American Psychological Association
(1988), the Royal Society of Canada (1989), the World Health Organization (1992), the American
Medical Association (1993), and the Medical Research Council in the United Kingdom (1994),
had concluded that nicotine is addictive. Id. at 44634, 45228-33. In addition, substantial evidence

since 1980 has established that nicotine has other significant pharmacological effects, such as



changes in mood and alertness. Id. at 45229-32.

FDA determined that, with this scientific consensus, a reasonable manufacturer must now
foresee that cigarettes and smokeless tobacco cause consumers to become addicted to nicotine and
will be used by consumers for pharmacological purposes, including satisfying their addiction. Id.
at 44634, 44701-39. Applying the legal principle that "every man intends the legitimate
consequence of his own acts”" (Agnew v. United States, 165 U.S. 36, 53 (1897)), the agency
concluded that the manufacturers intend cigarettes and smokeless tobacco to result in addiction and
thereby affect the structure and function of the body. 61 Fed. Reg. 44633-35, 44690-91.

Consumer Use. Second, FDA found in its rulemaking "scientific data establishing that
the vast majority of consumers who use cigarettes and smokeless tobacco are addicted to them and
use these products nearly exclusively to obtain the pharmacological effects of nicotine." 61 Fed.
Reg. 45227. Scientific evidence accumulated since 1980 shows that over 75% of smokers, and
as many as 75% of young regular smokeless tobacco users, are addicted to nicotine and use
cigarettes and smokeless tobacco to satisfy their addiction and for their mood-altering effects. Id.
at 45233. See also id. at 44635-36, 44807-08.

Manufacturers’' Statements and Actions. Third, FDA relied upon "newly disclosed
evidence showing that tobacco companies have in mind that their products will be used by
consumers for pharmacological purposes and have designed their products to affect the structure
and function of the body." 61 Fed. Reg. 45227, Although this evidence includes three decades
of tobacco industry statements, research, and actions, virtually none of it was known to anyone
other than the manufacturers, nor was it disclosed to FDA, until this material was recently
revealed through the agency's investigation, congressional hearings, and disclosures by tobacco

company officials and employees. Id. at 45235-36.
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This newly found evidence led to two central findings regarding the manufacturers' intent.
First, FDA determined that "[m]anufacturers of cigarettes and smokeless tobacco know that
nicotine in their products causes pharmacological effects in consumers, including addiction to
nicotine * * * and that consumers use their products primarily to obtain the pharmacological
effects of nicotine.” Id. at 44630. This finding was based in part on evidence that senior
officials and researchers for the tobacco manufacturers had, for decades, consistently — but
secretly — characterized nicotine as:

"‘addictive,'" id. at 44884 (quoting A.Y. Yeaman, general counsel of Brown &
Williamson (1963)) (emphasis added);

"‘a potent drug with a variety of physiological effects * * * [and] a habit-forming
alkaloid,'" id. at 44867 (quoting C.E. Teague, assistant dll’&C[OI‘ of research for
R.J. Reynolds (1972)) (emphases added);

"'a powerful pharmacological agent with multiple sites of action,'" id. at 44857
(quoting J.L. Charles, Philip Morris researcher (1980)) (emphasis added);

"'an extremely biologically active compound capable of eliciting a range of

pharmacological, biochemical and physiological responses,'" id. at 44888 (quoting

BATCO researchers (1980)) (emphasis added).

FDA also relied upon "evidence show[ing] that the manufacturers have known for decades
* % * that consumers use cigarettes primarily to obtain the pharmacological effects of nicotine,
including satisfaction of their addiction." JId. at 44849. For example, researchers for R.J.

Reynolds recognized in the 1970s that "'[t]he confirmed user of tobacco products is primarily
seeking the physiological 'satisfaction’ derived from nicotine'” (id. at 44868), and that "'[w]ithout
any question, the desire to smoke is based upon the effect of nicotine on the body'" (id. at 44871).
This knowledge of the researchers was communicated to the highest levels of the tobacco

companies. As early as 1969, Philip Morris's vice president for research and development

notified his board of directors that ""the ultimate explanation for the perpetuated cigaret[te] habit
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resides in the pharmacological effect of smoke upon the body of the smoker.'" Id. at 44856.
Second, FDA found that "[m]anufacturers of cigarettes and smokeless tobacco design their
products to provide consumers with a pharmacologically active dose of nicotine.” Id. at 44630.

In the case of cigarettes, FDA found:

Manufacturers of commercially marketed cigarettes commonly manipulate
nicotine deliveries to provide remarkably precise, pharmacologically active doses
of nicotine to consumers. The principal techniques that are used to control and
manipulate nicotine deliveries include: (1) the use of nicotine-rich tobacco blends
in low-tar cigarettes; (2) the use of filtration and ventilation technologies that
selectively remove more tar [than nicotine] from smoke * * * ; and (3) the use of

chemical additives that increase the percentage of "free" nicotine in cigarette
smoke.

Id. at 44951 (emphasis added). FDA further determined that smokeless tobacco manufacturers
also manipulate nicotine deliveries. Id. at 45108.

Indeed, tobacco company documents in the rulemaking record revealed that senior industry
officials and researchers expressly conceived of cigarettes and smokeless_tobacco as:

"'a dispenser for a dose unit of nicotine,"" id. at 44856 (quoting W.L. Dunn,
Philip Morris researcher (1972)) (emphasis added);

"'a vehicle for delivery of nicotine, designed to deliver the nicotine in a generally
acceptable and attractive form,'" id. at 44868 (quoting C.E. Teague, assistant
director of research for R.J. Reynolds (1972)) (emphasis added); and

the means of providing a nicotine dose in a metered fashion,'" id. at 44890
(quoting BATCO researchers (1984)) (emphasis added).

c. The Evidence That Cigarettes and Smokeless Tobacco Are
"Combination Products”

As noted earlier, products such as cigarettes and smokeless tobacco that are intended to
affect the structure and function of the body can be drugs, devices, or combinations of the two
under the Act. The critical distinction between these product types is that a device "does not

achieve its primary intended purposes through chemical action within or on the body * * * and
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* * * js not dependent upon being metabolized” to achieve its primary intended purposes. 21
U.S.C. § 321(h). A product that has both drug and device components can be regulated as a
"combination product.” 21 U.S.C. § 353(g). Combination products include drug delivery
systems, such as preloaded inhalers or syringes, and adhesive patches containing nicotine to help
relieve tobacco-related withdrawal symptoms. 61 Fed. Reg. 45210-11.

Based on the record evidence regarding the pharmacological effects and intended uses of
nicotine, FDA concluded that the nicotine in cigarettes and smokeless tobacco is a drug. Id. at
45207. However, FDA further found that cigarettes and smokeless tobacco are not simply
pack.';lged nicotine, but rather "a highly engineered product” with device components that "have
been carefully designed to deliver controlled, pharmacologically active doses of nicotine to the
smoker." Id. at 45209. Similarly, FDA found that processed tobacco in smokeless tobacco
"deliver[s] the nicotine to the cheek and gum tissue for absorption into the body." Id. at
45213-14. Thus, the agency determined that these components of cigarettes and smokeless
tobacco meet the statutory definition of a device, and that cigarettes and smokeless tobacco are
therefore combination products. Id. at 45208-16.

3. FDA's Tobacco Product; Rule

Once FDA found that cigarettes and smokeless tobacco are combination products. under the
Act, the agency had to choose whether it would regulate these products as drugs, devices, or both.
61 Fed. Reg. 44400-03. The agency elected to use the Act’s authority to regulate devices because
that authority offers the agency "additional flexibility” to develop "careful, tailored solutions" to
the unique safety concerns presented by tobacco products. Id. at 44404,

ConsideringAthe large number of Americans who are currently addicted to nicotine, FDA

determined that a ban on cigarettes and smokeless tobacco would unlikely be effective in
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protecting consumers from the serious risks of these products. Black markets and smuggling could
develop, offering products.that likely "would be even more dangerous than those currently
marketed." Id. at 44413; see also id. at 44398, 44405. Furthermore, a ban could result in
adverse health consequences for the millions of adults who are dependent on nicotine. Id. at
44413; see also id. at 44398, 44405.

FDA therefore concluded that, to address effectively the death and disease caused by
cigarettes and smokeless tobacco, addiction to these products must be eliminated or substantially
reduced. Jd. at 44398, 44413. The agency found that this goal could be achieved best by
preventing minors from beginning use of cigarettes and smokeless tobacco. Id. at 44399,
Accordingly, FDA determined that "restrictions to reduce the use of cigarettes and smokeless
tobacco by individuals under the age of 18 while leaving these products on the market for adults
* * * s the available option that is the most consistent with both the [A]ct and the agency's
mission to protect the public health." Id. at 44398.

The evidence before the agency demonstrated that the most effective way to achieve such
a reduction is to limit both minors' access to cigarettes and smokeless tobacco and the
attractiveness of such products. FDA thus invoked its "restricted device" authority (21 U.S.C.
§ 360j(e)), which authorizes it to impose conditions on the "sale, distribution, or use" of a device
if "there cannot otherwise be reasonable assurance of its safety and effectiveness.” Pursuant to
Section 360j(e), FDA adopted regulations designed "to ensure that children and adolescents are
unable to have access to cigarettes and smokeless tobacco,” and "to prevent advertising by the
manufacturers of cigarettes and smokeless tobacco from undercutting the access restrictions."” 61
Fed. Reg. 44406.

FDA found that, despite state laws outlawing sales of tobacco products to minors,
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adolescents have had little difficulty purchasing tobacco products. For instance, recent studies of
over-the-counter sales showed that 67% of minors are able to purchase tobacco products illegally,
and that a higher percentage (88 %) is able to make such purchases from vending machines. Id.
at 44426. See 60 Fed. Reg. 41325-26 (youth access to free samples and self-service displays).

Given this evidence and the extensive public comments, FDA adopted regulations designed
to reduce these means of easy access to cigarettes and smokeless tobacco by minors, while
permitting continued availability to adults. The access restrictions prohibit the sale of cigarettes
and tobacco products to persons under age 18; require retailers to check the photographic
identification of persons under age 27; ban distribution of free samples; and prohibit vending
machine sales of cigarettes and smokeless tobacco and self-service displays except in
predominantly adult locations. 61 Fed. Reg. 44616-17.

As for the effects of tobacco advertising on children and adolescents, FDA found that
cigarettes and smokeless tobacco are "among the most heavily advertised and widely promoted
products in America." Id. at 44475. In 1993 alone, the cigarette and smokeless tobacco industries
spent over $6.1 billion to market and promote their products in diverse media, including
"magazines, newspapers, outdoor advertising, point of purchase, direct mail, in-store,
dissemination of nontobacco items with brand identification [such as t-shirts and hats], and
sponsorship of cultural and sporting events." Ibid.

Two recent, comprehensive analyses by the National Academy of Science's Institute of
Medicine and the Surgeon General found that tobacco advertising plays a significant role in the
decisions of young people to use cigarettes and smokeless tobacco. Id. at 44487-88. In addition,
as the nation's largest psychological association concluded, "color and imagery in advertisements

are important components for young people” because they “generally have less
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information-processing ability than adults, and they are less able or less willing to pay attention
to the factual information in the advertisements,” and tobacco advertising "plays directly to the
factors” that are most appealing to youth. Id. at 44468, 44488; see also id. at 44485-86. Further,
the Centers for Disease Control and Prevention demonstrated that more than twice as many
children and adolescents (86%) than adults are likely to buy the three most heavily advertised
brands. 60 Fed. Reg. 41332. This study demonstrated that minors' choices of cigarettes and
smokeless tobacco are "directly related to the amount and kind of advertising.” Ibid.
Advertising campaigns using appealing imagery "have been particularl); effective with
children." Id. at 44476. For instance, the "Joe Camel" campaign, featuring a fanciful cartoon
figure, had a dramatic effect on Camel's share of the youth market, increasing it fourfold, between
1988, when "Joe Camel" was introduced, and 1992. During the same period, the campaign had
no effect on Camel's share of the adult market. M;)reover, 30% of three-year-olds and more than
90% of six-year-olds were able to identify "Joe Camel” as a symbol for smoking. Id. at 44476-78.
This record evidence led FDA to conclude that "young people * * * are also very
impressionable and therefore vulnerable to the sophisticated marketing techniques employed by
the tobacco industry, techniques that associate the use of tobacco products with excitement,
glamour, and independence” (id. at 44398); "cigarette and smokeless tobacco advertising has a
powerful appeal to children and adolescents” (id. at 44471); and "the pervasiveness and imagery
used in industry advertising and promotional programs often obscure adolescent perceptions of the
significance of the associated health risks and the strength of the addictive power of tobacco
products” (id. at 44571). FDA additionally found that empirical evidence from the experiences
of other countries shows that increases in advertising expenditures led to increases in smoking.

Id. at 44487-93. Thus, the agency concluded, "the evidence in this proceeding demonstrates that
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cigarette and smokeless tobacco advertising plays a material role in the decision of children and
adolescents under the age of 18 to engage in tobacco use.” Id. at 44489.

Internal tobacco company documents also provide "convincing evidence” of an intent "to
attract young smokers and so-called presmokers" through advertising. Id. at 44480. See, e.g.,
ibid. (if R.J. Reynolds "'is to survive and prosper, over the long-term we must get our share of
the youth market'"); id. at 44481 ("'[e]vidence now available * * * indicate[s] that the 14 to 18
year old group is an increasing segment of the smoking population. RJR must soon establish a
successful new brand in this market if our position in the industry is to be maintained'").

Based on the record before it, FDA determined that advertising restrictions are necessary
to "ensur[e] that the restrictions on access are not undermined by the product appeal that
advertising for these products creates for young people,” and that, "[t]Jo be effective, these
restrictions must be comprehensive.” Id. at 44465, 44489-90. FDA also decided that both
access and advertising restrictions are necessary to meet public health goals, and it stressed the
complementary nature of such restrictions: "The effectiveness of the restrictions on youth access
would be substantially diminished if the manufacturers were free to entice children and adolescents
to circumvent the access restrictions.” Id. at 44406-07; see also id. at 44408. FDA's advertising
restrictions directly address a critical component of underage cigarette and smokeless tobacco use
that is largely beyond the reach of access restrictions: the development of the desire of children
to use tobacco. FDA found that, without such restrictions, tobacco advertising will continue to
contribute to the decisions of a significant percentage of young people to pﬁrchase and to use
tobacco products, and thereby significantly undermine the effectiveness of the agency's access
restrictions and result in continued sales to, and use by, minors. See id. at 44465-66.

FDA therefore developed restrictions on tobacco advertising that "retain the informational
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function of advertising by permitting text-only advertising while removing color and imagery from
those advertisements to which young people are unavoidably exposed.” Id. at 44469. These
restrictions include: the use of a black-and-white, text-only advertising format, except in adult
publications and adult-only facilities; a ban on outdoor advertising of cigarettes and smokeless
tobacco within 1,000 feet of schools and public playgrounds; a prohibition on the sale or
distribution (by tobacco companies and distributors) of non-tobacco products {such as hats and
t-shirts) bearing a tobacco product brand name or logo; and a prohibition on sponsoring athletic,
cultural, or other events in a tobacco brand name. Id. at 44617-18.

In adopting these regulations, the agency explicitly addressed arguments that it lacks
authority to regulate promotion and advertising under Section 360j(e), concluding that that
statutory provision supplies the necessary authority. See id. at 44406-08. Further, consistent with
its authority to promulgate restrictions under 21 U.S.C. § 360j(e)(1) that are necessary to provide
"reasonable assurance of [a device's] safety and effectiveness,” FDA found:

Without effective restrictions on sale and distribution of cigarettes and smokeless

tobacco to children and adolescents under 18, young people will continue to

become addicted to these products and, once addicted, will as adults continue to use

them in spite of their potential for harmful effects. * * * Thus, there can be no

doubt that without the access and advertising restrictions imposed in this final

rule, no finding that there is a reasonable assurance of safety for cigarettes and

smokeless tobacco would be possible.

61 Fed. Reg. 44407 (emphasis added).
4, The District Court's Rulings

On April 25, 1997, the district court issued an opinion and an order partially denying and
partially granting plaintiffs’ motions for summary judgment, and granting partial injunctive relief.

First, the court acknowledged that it must review FDA'’s construction of the Act pursuant

to Chevron U.S.A. Inc. v. Natural Resources Defense Council, Inc., 467 U.S. 837 (1984), and
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determine whether the agency has given the statute a permissible interpretation. The court held
that FDA properly determined that tobacco products fit within the broad "drug” and "device"
definitions of the Act and, therefore, are within the agency’s jurisdiction. The court rejected
plaintiffs’ argument that, in other statutes, Congress, in effect, repealed the Act's product
definitions encompassing tobacco products. (JA 370-405.)

The court also concluded that FDA could limit access to these products pursuant to its
power in Section 360j(e) to restrict the "sale, distribution, or use” of such devices. Consequently,
the court ruled that "FDA'’s access restrictions will stand.” (JA 413.)

The court ruled, however, that FDA exceeded its authority by regulating the advertising
and promotion of tobacco products to minors under Section 360j(e). The court agreed that, under
that section FDA may restrict the "sale, distribution, or use" of tobacco products because they are
restricted devices. But the court determined that "sale," as ordinarily defined and as used in the
Act, does not include promotion and advertising directed at making a sale. (JA 408.) In addition,
the court ruled that, even if "sale" could be read to include the advertising and promotion of
tobacco products, the authority in Section 360j(e) empowering FDA to impose "other conditions”
on the sale of restricted devices still does not extend to regulation of such activities. (JA 409.)

The district court also concluded (JA 411-12) that Congress meant to limit FDA’s power
to regulate advertising and promotion of restricted devices to authorities elsewhere in the Act, in
21 U.S.C. §§ 352(q) and 352(r). (As explained earlier, in those provisions, Congress provided
that a drug or device is misbranded if false or misleading advertising is used, and that
advertisements for any restricted device must include certain information, such as the name and
intended uses of the product.)

The district court thus struck down the advertising and promotion regulations at issue. (JA
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412-13.) Because it so ruled on statutory grounds, the court did not reach plaintiffs’ First
Amendment claims. (JA 414 n.33.)

The district court consequently granted summary judgment to plaintiffs on the FDA
restrictions concerning promotion and advertising, but it denied that motion as to the youth access
and labeling requirements. Although the court allowed FDA to continue to implement the access
restrictions that went into effect in February 1997 (those prohibiting sale of tobacco products to
minors and requiring photographic identification for certain sales), it ordered FDA not to
implement those access and labeling restrictions scheduled to go into effect on August 28, 1997,

despite upholding FDA's authority to issue such regulations.® (JA 417-18.)

SUMMARY OF ARGUMENT

1. The district court correctly upheld FDA's jurisdictional determination that, under the
clear and expansive terms of the Act, tobacco products are drug/device combination products
within the agency's authority to regulate. However, after undertaking that thorough, careful
review and giving appropriate deference to Congress's intent and FDA's reasonable interpretation
of the Act (see Chevron), the court changed course; it adopted a narrow reading of 21 U.S.C. §
360j(e) — which allows FDA to restrict the "sale, distribution, or use” of devices by imposing
"other conditions” thereupon — and gubsﬁtuted its own view of the Act for that of the agency.
The court did so without any determination that FDA had adopted an impermissible interpretation

~of the Act when it concluded that Section 360j(e) authorizes conditions on device advertising and

* The court enjoined access restrictions that require a face-to-face exchange; prohibit individual or
unpackaged cigarettes or tobacco products, self-service displays, and free samples of tobacco
products; and limit vending machine sales to adult environments. See 61 Fed. Reg. 44616-17. The
enjoined labeling restrictions require the established name on the product and its advertising and a
statement of intended use — "Nicotine-Delivery Device for Persons 18 or Older." See id. at 44617.
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promotion.

As the Supreme Court explained in Chevron, the function of the court was to determine
first whether actions taken by FDA in regulating tobacco products as drug/device combination
products were inconsistent with the clear, broad provisions of the Act. Where Congress has left
ambiguity in thé statute or delegated authority to FDA to enforce it, ther the court's responsibility
is to determine whether the agency has adopted an unreasonable construction of the statute. That
the reviewing court itself might adopt a different reading of the statute is legally irrelevant;
instead, the sole issue is the reasonableness of the agency's interpretation, which must be upheld
as long as it is a permissible one.

Section 360j(e) delegates to FDA the authority to restrict the "sale, distribution, or use"
of a device. Although Congress itself has precisely and technically defined many of the terms used
in the Act, it did not define this phrase. Therefore, FDA was free to adopt a common sense
definition of those terms, encompassing the full process of selling and distribution, of which
promotion and advertising are integral parts.

FDA's approach was explicitly premised on a Supreme Court decision that recognizes and
applies the link between advertising and sales in the First Amendment context, Edenfield v. Fane,
507 U.S. 761 (1993). FDA also based its application of the Act on the purposes of the statute,
which the Supreme Court has recognized should be broadly construed for the protection of public
health. Thus, FDA reasonably concluded that the statutory power to restrict sales of devices
includes the ability to regulate promotion and advertising that generates those very sales.

Congress further delegated to FDA the authority to impose on the sale, distribution, or use
of restricted devices "such other conditions" as the agency "may prescribe.” Therefore, even if

the phrase "sale, distribution, or use” is given a narrow reading, FDA's regulation of promotion
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and advertising leading to these activities must be upheld because the agency has exercised the
authority delegated to it to impose "conditions." FDA found that this explicit delegation includes
the authority to restrict the promotion and advertising that helps to create demand for tobacco
products among young people and that, despite the access restrictions, would result in continued
sales to, and use by, minors. This agency determination is fully consistent with the language of
Section 360j(e) and the regulatory goal of deterring minors from beginning to use tobacco
products, and thereby becoming addicted to them, and is further consistent with the Act's
overriding purpose of empowering FDA to protect the public health by regulating the way in
which products subject to its jurisdiction are made available to the public.

As the district court recognized elsewhere in its opinion, it had an obligation to uphold
FDA's construction of the Act unless there are compelling indications that it was contrary to what
Congress intended. There are no such compelling indications here. Rather, the court gave Section
360j(e) a highly restrictive reading, even though nothing in the statutory language, other
provisions of the Act, 'its legislative history, or common word usage establishes that FDA was
barred from concluding that its authority to place conditions on the sale or distribution of a device
includes the power to regulate promotion and advertising for that sale and distribution.

2. Finally, the district court erred in enjoining several important youth access and labeling
restrictions imposed by FDA on tobacco products. The court upheld the agency's authority to
promulgate those restrictions, and made no other findings regarding their impact on plaintiffs’

businesses. Nonetheless, it enjoined those regulations.
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ARGUMENT

1. FDA Is Authorized By The Act To Restrict The Advertising And Promotion Of
Tobacco Products.

A.  The Standard of Review.
This Court reviews grants of summary judgment and questions of statutory construction
de novo. Shafer v. Preston Memorial Hosp. Corp., 107 F.3d 274, 277 (4th Cir. 1997).

B. FDA Has Reasonably Interpreted 21 U.S.C. § 360j(e)(1) To Authorize
Restrictions on Advertising and Promotion of Tobacco Products.

1. Section. 360j(e)(1) Vests FDA with Broad Authority to Impose
Conditions on the Sale, Distribution, and Use of Medical Devices.

21 U.S.C. § 360j(e)}(1) provides FDA with a "broad grant of authority" (61 Fed. Reg.
44406) over the sale, distribution, and use of medical devices.* By its terms, Section 360j(e)(1)
authorizes FDA to impose "such * * * conditions" on sale, distribution, or use "as [FDA] may

prescribe,” if "[FDA] determines that there cannot otherwise be reasonable assurance of [a
device’s] safety and effectiveness.” Section 360j(e)(1) contains only two limitations on the
"conditions" that FDA may impose, neither of which applies (or is claimed to apply) to FDA’s
regulations in this case (see infra p. 32). Apart from those two statutory limitations, Section
360j(e)(1) gives FDA unqualified authority — as a precondition to offering a device for sale to the
public — to impose whatever conditions the agency determines are necessary because "there cannot
* otherwise be reasonable assurance of [a device’s] safety and effectiveness.” As FDA explained

in the tobacco rule preamble:

Congress, rather than limiting [FDA’s] options, left it to [FDA] to decide what

* FDA's preamble to the final tobacco rule refers to Section 360j(e) as "section 520(e).” The
Medical Device Amendments of 1976, Pub. L. No. 94-295, § 2, 90 Stat. 539, 567, amended the
Act by adding Section 520(¢), which is codified as 21 U.S.C. § 360jf.).
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conditions are necessary for a particular device. * * * Section [360j(e)] * * * is

intended to authorize such conditions on the sale, distribution, or use of a device

as are necessary to ensure that the device is not improperly used and without which

a reasonable assurance of its safety and effectiveness cannot be provided. There

is no basis on the face of the [A]ct or in the legislative history to conclude that

Congress was trying to limit the conditions that FDA could impose to achieve that

end * * *

61 Fed. Reg. 44409 (emphasis added).

FDA has interpreted Section 360j(e)(1) as authorizing it to place restrictions on the
advertising and promotion of medical devices in order to complement access restrictions, when
there cannot otherwise be reasonable assurance of a device's safety and effectiveness. See id. at
44405-09. This interpretation fully accords with the broad terms of Section 360j(e)(1). As
explained below, advertising is an essential component of "sale, distribution, and use," both as a
textual matter and as a matter of Supreme Court precedent. Moreover, even if advertising were
not itself an inextricable element of "sale, distribution, or use," Section 360j(e)(1)}'s plenary grant
of authority to place "conditions" on "sale, distribution, or use" permits FDA to limit advertising
as a "condition” of offering a device for sale to the public. See id. at 44409. The only predicate
that Section 360j(e)(1) requires for the exercise of this plenary authority is a "determin[ation] [by
FDA] that r.hére cannot otherwise be reasonable assurance of [a device's] safety and effectiveness."
FDA has made that determination regarding the tobacco products at issue in this case. Cf. United
States v. Garfinkel, 29 F.3d 451, 454-57 (8th Cir.1994) (finding ncihing to indicate Congress

intended to limit FDA's authority in similar provision of the Act that permits agency to impose

conditions "within [its] discretion,” and deferring to FDA's permissible interpretation).’

* It is noteworthy that Congress, instead of merely authorizing FDA to act if “there cannot
otherwise be reasonable assurance of [a device’s] safety and effectiveness,” gave FDA the
authority to act "if [FDA] determines” that there cannot otherwise be such assurance. In gauging

(continued...)

23



The district court nonetheless refused to accept FDA's interpretation of Section 360j(e)(1),
holding that the provision does not permit any restrictions on advertising and promotion. The
breadth of the district court's holding must be clearly understood. That holding is not, and does
not purport to be, limited to tobacco products; instead, it denies FD# the authority to regu}ate
advertising é.nd promotion of any medical device under Section 360j(e)(1). Moreover, under the
district court’s reading, advertising and promotion of medical devices cannot be regulated under
Section 360j(e)(1), even if it is undisputed that "there cannot otherwise be reasonable assurance‘
of [a device’s] safety and effectiveness.”

In adopting this reading of Section 360j(e)(1), the district court abandoned the framework
Chevron mandates for reviewing administrative interpretations of federal statutes, even though,
in the preceding portions of its opinion, the district court repeatedly (and correctly) relied on
Chevron to guide its review of FDA’s interpretation of the Act.

As Chevron explains, "[i]f the intent of Congress [in a statute] is clear, that is the end of
the matter; for the court, as well as the agency, must give effect to the unambiguously expressed
intent of Congress." 467 U.S. at 842-43. On the other hand, "if the statute is silent or ambiguous
with respect to the specific issue, the question for the court is whether the agency's answer is

based on a permissible construction of the statte.” Id. at 843. A reviewing court should "not

5(...continued)

the discretion conferred on regulatory agencies by Congress, courts have attached great
significance to this kind of textual "distinction between the objective existence of certain conditions
and the [agency's] determination that such conditions are present.” Kreis v. Secretary of Air
Force, 866 F.2d 1508, 1513 (D.C. Cir. 1989). Indeed, Congress's use of "deeming" or
"determining” language has been taken as strong evidence that Congress meant to preclude judicial
review altogether. See, e.g., Webster v. Doe, 486 U.S. 592, 600 (1988) (statutory language
authorizing termination of CIA employee when agency "deem{s] such termination necessary or
advisable in the interests of the United States" "fairly exudes deference” (emphasis added)).
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simply impose its own construction on the statute.” Ibid. See Young v. Community Nutrition
Inst., 476 U.S. 974, 981 (1986) (upholding FDA interpretation of the Act, and noting that the
"'view of the ageﬁcy charged with administering the statute is entitled to considerable
deference'"); see also Medtronic, Inc. v. Lohr, 116 S. Ct. 2240, 2255-56 (1996) (giving
"substantial weight" to FDA's regulations interpreting preemptive effect of provision of the Act
concerned with medical devices).

Moreover, where "Congress has explicitly left a gap for the agency to fill, there is an
express delegation of authority to the agency to elucidate a specific provision of the statute by
regulation. Such legislative regulations are given controlling weight unless they are arbitrary,
capricious, or manifestly contrary to the statute.” Chevron, 467 U.S. at 843-44,

This Court has repeatedly applied the Chevron analysis and deferred to agencies’
interpretations of their own statutes, especially where "'a complex and highly technical regulatory
program' entailing policy determinations that fall within the ambit of agency expertise” is
involved. Akindemowo v. INS, 61 F.3d 282, 285 (4th Cir. 1995) (quoting Pauley v. BethEnergy
Mines, Inc., 501 U.S. 680, 697 (1991)).

Regulation of drugs and devices is indisputably a complex and highly technical program,
dependent on agency expertise. As explained infra, FDA's interpretation of Section 360j(e), so
as to permit the imposition of conditions on tobacco advertising and promotion as a key element
of its program to reduce the harmful use of such products by children, reflects a permissible
construction of the Act. As we now show, none of the district court's reasons for rejecting FDA's
interpretation of the statute has merit. By substituting its own interpretation of Section 360j(e) for

FDA's permissible interpretation, the district court acted contrary to Chevron's clear command.
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2. Advertising and Promotion Are Integral Components of the "Sale,
Distribution, or Use" of a Device.

a. In determining whether its authority to restrict "sale, distribution, or use" of
medical devices under Section 360j(e)(1) includes authority over advertising and promotion, FDA
explained that "[hJow a device is sold involves many elements,” including "how the device is
represented to potential users. It is in the latter regard that advertising plays a role and may be
restricted under” Section 360j(e)(1). 61 Fed. Reg. 44406. FDA relied on Edenfield v. Fane, 507
U.S. 761, 767 (1993), in which the Supreme Court noted the inextricable relationship between a
commercial transaction and the commercial speech that proposes that transaction. Accord
Friedman v. Rogers, 440 U.S. 1, 10 n.9 (1979) ("By definition, commercial speech is linked
inextricably to commercial activity"). As a result, "the State's interest in regulating the underlying
transaction may give it a concomitant interest in the expression itself.” Edenfield, 507 U.S. at
767. FDA thus concluded that, "under section [360j(e)] of the [A]ct, the sale of a device is
'linked inextricably' to the advertising that promotes the sale, giving FDA concomitant authority
to impose necessary restrictions on the advertising." 61 Fed. Reg. 44406.

The agency's view that a "sale” encompasses the necessarily predicate act of an "offer for
sale" is reasonable and founded on common sense.® Moreover, in its commercial speech case law,
the Supreme Court has repeatedly recognized the inextricable relationship between commercial
transactions and advertising. Not only did the Court make this connection in Edenfield, 507 U.S.
at 767, it did so in other cases by at least the mid-1970s, before Section 360j(e) was enacted. See,

e.g., Virginia State Bd. of Pharmacy v. Virginia Citizens Consumer Council, Inc., 425 U.S. 748,

¢ The particular connection between advertising and the need for protection of the public through
regulation of medical devices dates to the 1930s. See H.R. Rep. No. 94-853, at 6 (1976).
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771-72 n.24 (1976) ("advertising is the sine qua non of commercial profits"); Bigelow v. Virginia,
421 U.S. 809, 826 (1975) (discussing relationship of advertising to regulated commercial activity);
Pittsburgh Press Co. v. Pittsburgh Comm’'n on Human Relations, 413 U.S. 376, 385 (1973)
(same). When it enacted Section 360j(e) in 1976, Congress must be assumed to have been aware
of the connection the Supreme Court had noted between sales transactions and advertising. See
Smith v. Reagan, 844 F.2d 195, 201 (4th Cir.) (legislation is informed by the state of the law at
the time of its enactment), cert. denied, 4_88 U.S. 954 (1988). It was thus clearly reasonable for
FDA to rely on the Supreme Court's acknowledgment of that relationship.

b. The district court, however, summarily rejected FDA's interpretation of Section
360j(e) and looked instead to the American Heritage Dictionary definition of "sale.” It found that
this term "does not encompass the advertising or promotion of a product.” (JA 408 & n.23.)

Contrary to the district court’s suggestion, FDA's interpretation of the scope of Section
360j(e) is consistent with dictionary definitions of both "distribution” and "sale." See Webster's
Third New International Dictionary (Unabridged) 660, 2003 (1981) ("distribution" includes "the
marketing or merchandising of commodities”; "sale" includes an "exhibition for selling” and "an
advertised disposal of marked-down goods," and "sales" is defined as "operations and activities
involved in promoting and selling goods"); Black's Law Dictionary 1337 (6th ed. 1990) (referring
to Investment Company Act: "'Sale', 'sell’, 'offer to sell', or 'offer for sale’ includes every
contract of sale or disposition of, attempt or offer to dispose of, or solicitation of an offer to buy
* * * ") (emphasis added). Indeed, even the dictionary used by the district court defines "sales"
as "[a]ctivities involved in the selling of goods or services," which can reasonably be read to
include advertising and promotion, and defines "distribution” as "[t]he process of marketing and

supplying goods." American Heritage Dictionary 411, 1085 (2d ed. 1991).
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The district court's decision is also internally inconsistent and overlooks that Section
360j(e) permits conditions on the "use"” of a restricted device. Earlier in its opinion, the court
recognized the relationship between the intended "use” of a product and its accompanying
advertising and promotional materials. (JA 386-87.)

C. Relying on the "negative pregnant” rule of construction — i.e., when'Congregs
includes particular language in one section of a statute, but omits it in another, it is generally
presumed to act intentionally in not including it in the second section — the district court found
it significant that Congress used the terms "offer for sale” and "advertising” elsewhere in the Act,
but not in Section 360j(e). (JA 408-09.) The Supreme Court, however, has cautioned against
over-reliance on this method of statutory construction, especially when "common sense would
balk" at the result. Field v.‘ Mans, 116 S. Ct. 437, 442 (1995). Indeed, "[t]he rule is weakest
when it suggests results strangely at odds with other textual pointers.” Id. at 446.

Here, there is important textual evidence in tension with the district court's narrow
interpretation of "sale.” First, the pertinent statutory term is not simply "sale,” but "sale,
distribution, or use." The court, however, appears to have read "sale" in isolation, as if it were
limited to a particular transaction, overiooking its broader application to the offering of a product
to the marketplace at large. Had Congress intended to restrict FDA’s authority to such a precise,
technical concept of sale, it would not have used the broad phrasing that it did. Promotion and
advertising can readily be considered part and parcel of "sale, distribution, or use." At the very -
least, had Congress not wanted FDA to engage in such reasoning, it would have used more
restrictive and precise terminology, as it did elsewhere in the Act.

Second, Section 360j(e) authorizes FDA to restrict the "sale, distribution, or use" of a

device "upon such other conditions as the [agency] may prescribe in such regulation.” A narrow
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construction of "sale distribution, or use” would be inconsistent with the exercise of the patently
broad authority to impose "other conditions." See infra pp. 29-34.

Moreover, FDA addressed comments submitted during the rulemaking contending that
advertising relates only to an "offer for sale," and that, if Congress had intended to authorize
conditions on how devices are offered for sale, it would have said so explicitly. 61 Fed. Reg.
44408. The agency rejected this contention, noting that the Act uses the phrase "offer for sale”
in several sections prohibiting specified conduct. See, e.g., 21 U.S.C. §§ 331(m), 331(0), 353(c).
As FDA explained, this fact simply reflect_s Congress's intent that a consummated sale would not
be necessary in order for a prohibited act to fall within the ambit of the statute's enforcement
provisions. See 61 Fed. Reg. 44408.

d. Finally, the district court's interpretation of "sale" produces a result at odds with
common sense, which is to be avoided. See Field, 116 S. Ct. at 442. The court's ruling permits
FDA to prohibit the "sale" of tobacco products at a convenience store to persons not cld enough
to purchase such products lawfully. But the court simultaneously found the agency powerless to
prevent cigarette advertisements in displays at the store's candy counter or in children’s
magazines, using characters or animals designed to appeal to children or adolescents. This
incongruous result created by the district court's narrow construction of the Act further
demonstrates why the court should nbt have substituted its judgment for that of the expert agency
charged with the statute's enforcement.

3. The Authority to Impose "Other Conditions" on the Sale, Distribution,
or Use of Restricted Devices Authorizes FDA to Restrict the Advertising
and Promotion of Tobacco Products to Children.

Even if the phrase "sale, distribution, or use" could be narrowly interpreted, the promotion

and advertising restrictions must be upheld because they are the result of FDA's exercise of its
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broad statutory authority to impose "other conditions" on the sale, distribution, or use of restricted
devices. For plaintiffs to prevail, they must show that FDA adopted an impermissible
interpretation of the Act because sale, distribution, or use must be construed narrowly, and that,
despite the language Congress used, it meant to limit severely the types of conditions FDA may
impose. No such showing can be made here.

a. The district court concluded that, even if "sale” within Section 360j(¢) can be
construed to encompass a product's advertising and promotion, FDA's authority to impose "other
conditions” on the sale, distribution, or use of a restricted device nonetheless does not extend to
such activities. The court stated that the "other conditions" provision must be construed in the
overall context of Section 360j(¢), which permits FDA to require a prescription for a restricted
device, or to impose "other conditions necessary to provide a reasonable assurance of safety and
effectiveness.” (JA 409.) With no elaboration, the court concluded that "[t]he restriction on the
advertising and promotion of a product does not fit within this framework." (JA 409.)

The district court also found that "other conditions” must be construed with respect to its
"counterpart” for prescription drugs, 21 U.S.C. § 353(b). (JA 409.) Like Section 360j(e),
Section 353(b) "authorizes FDA to restrict drugs to prescription sale.” (JA 410.) While the court
conceded that FDA's power under Section 360j(e) is broader than under Section 353(b) because
of the additional authority to impose "other conditions," the court nonetheless concluded that
"'other conditions' cannot be so broadly construed as to encompass conditions on advertising and
promotion.” (JA 410.)

Not only did the district court fail on this point to.defer to FDA's interpretation of the
statute, its own interpretation of the "other conditions" language in Section 360j(e)(1)(B) is at odds

with both the Act's plain language and legislative history.
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b. "[SJuch other conditions as [FDA] may prescribe in such regulation" (21 U.S.C.
§ 360j(e)(1)(B)), is the quintessential "gap" that "Congress has explicitly left * * * for the agency
to fill" — i.e., "an express delegation of authority to the agency to elucidate a specific provision
of the statute by regulation." Chevron, 467 U.S. at 843-44. "Such legislative regulations are
given controlling weight unless they are arbitrary, capricious, or manifestly contrary to the
statute.” Id. at 844. Thus, when Congress makes a delegation of authority as broad as that in
Section 360j(e)(1)(B), the agency's implementation of such authority "merits] the greatest
deference,” especially when policy determinations are implicated. ABF Freight System, Inc. v.
NLRB, 510 U.S. 317, 324 (1994) (upholding agency action pursuant to a delegation "'to take such
affirmative action * * * as will effectuate the policies'" of the statute). See also Schweiker v. Gray
Panthers, 453 U.S. 34, 44 (1981).
In Doolin Sec. Sav. Bank, F.S.B. v. FDIC, 53 F.3ad 1395 (4th Cir.), cert. denied, 116 S.
Ct. 473 (1995), a banking stamte directed the FDIC to adopt risk-based assessment regulations to
identify financial institutions likely to incur losses. The statute specified several factors that the
agency was to consider in determining whether an institution would incur a loss, as well as "'any
other factors the [FDIC] determines are relevant to assessing such probability.'" Id. at 1399. In
upholding the FDIC's interpretation of the statute, this Court found that that provision "expressly
gives the FDIC considerable discretion.” Id. at 1400. The Court also declined to engage in
policymaking, recognizing that that was the agency's function. Id. at 1400 n.8.
| Similarly, at issue in National Rifle Ass'n v. Brady, 914 F.2d 475 (4th Cir. 1990), cert.
denied, 499 U.S. 959 (1991), were a—gency regulations implementing certain amendments to the
Gun Control Act. The statute originally provided that "'[t]he Secretary may prescribe such rules

and regulations as he deems reasonably necessary to carry out the provisions of this chapter.'"
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Id. at 478. The legislation was amended, however, to provide: "'The Secretary may prescribe
only such rules and regulations as are necessary to carry out the provisions of this chapter.'” Ibid.

The plaintiff in National Rifle Ass'n argued that the amendment demonstrated Congress'’s
intent to limit the agency's authority, but this Court disagreed. It held that the revised language
was not intended to divest the agency (and transfer to the courts) the primary role of implementing
the legislation. Id. at 479. This Court stressed that the agency was "better equipped than the
courts for such an endeavor, having the technical expertise essential to determinations of statutory
enforcement.” Ibid.

c. The "such other conditions as [FDA] may prescribe" language of Section
360j(e)(1)(B) is at least as broad a grant of authority as was f(')und in the various statutes at issue
in National Rifle Ass'n, Doolin, ABF Freight, and Gray Panthers. Indeed, by the explicit terms
of Section 360j(e), FDA's exercise of this authority is cabined in only three limited respects.

First, no condition "may restrict the use of a device to persons with specific training or
experience * * * [or] in certain facilities unless {FDA] determines that such a restriction is
required for the safe and effective use of the device." 21 U.S.C. § 360j(e)(1). Second, no
condition "may exclude a person from using a device solely because the person does not have the
training or experience to make him eligible for certification by a certifying board * * * or has not
been certified by such a Board." Ibid. The tobacco advertising restrictions obviously do not
violate those statutory proscriptions. And, presumably, if Congress had intended to foreclose
FDA's authority to impose conditions on the sale, distribution, or use of restricted devices in any
other respect, it would have so provided along with these two conditions.

The remaining limitation on FDA's authority to impose "other conditions” under Section

360j(e) is the requirement that FDA "determine[] that there cannot otherwise be reasonable
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assurance of [the] safety and effectiveness" of the restricted device. Ibid. FDA made that
determination and explained it in the rule's preamble. See, e.g., 61 Fed. Reg. 44405 ("unless
measures are taken now to prohibit the sale and promotion of these products to young people under
the age of 18, there cannot otherwise be reasonable assurance of safety"), id. at 44406-07
(effectiveness of youth access restrictions "would be substantially dimiuished if the manufacturers
were free to entice children and adolescents to circumvent the access restrictions"), id. at 44407
("without the access and advertising restrictions imposed in this rule, no finding that there is a
reasonable assurance of safety for cigarettes and smokeless tobacco would be possible").

d. The district court ignored FDA's determination that the advertising conditions are
necessary if there is to be a "reasonable assurance” of safety and made no finding that the agency
had rendered an impermissible construction of the statute. Instead, the court rendered its own
interpretation of Section 360j(e): "The restriction on the advertising and promotion of a product
does not fit within this framework." (JA 409.) Under Chevron, 467 U.S. at 844, however, a
court is not free to set aside an agency's regulations pursuant to a broad delegation of authority,
absent some indication that the regulations are "manifestly contrary” to the governing statute.

There are no such statutory markers here. Contrary to the district court's belief, 21 U.S.C.
§ 353(b) — which states that certain drugs "shall be dispensed only" by prescription — does not
supply the proper context in which to construe the "other conditions” provision in Section 360j(e)
pertaining to restricted devices. Although the two sections parallel one another in some respects,
Section 353(b) requires prescriptions for certain drugs, whereas Section 360j(e)(1) gives FDA the
discretion to issue regulations requiring a prescription for a restricted device. Moreover, Section
353(b) refers to how a drug is "dispensed,” whereas Section 360j(e)(1) allows restrictions on a

much wider range of activities — "sale, distribution, or use." More critically, as FDA
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emphasized, Section 353(b) has "no counterpart to [the] 'other conditions’ authority” in Section
360j(e). 61 Fed. Reg. 44406. "Congress, rather than limiting [FDA's] options, left it to [FDA]
to decide what conditions are necessary for a particular device.” Id. at 44409. The district court's
opinion failed to attribute meaning to that key distinction between the two sections.

Moreover, the legislative history of Section 360j(e) supports FDA's interpretation of this
broad delegation of authority. The House Report states that Section 360j(e) "supersede[d] and
add[ed] to" FDA's then-existing authority to regulate devices. H.R. Rep. No. 94-853, at 24. It
explains further that, under that section, the sale or distribution of a device may be restricted by
prescription "or upon such other conditions as [FDA] may prescribe, except that no condition
limiting the use of a device to categories of physicians defined by their training or experience may
be imposed." Ibid. The report also notes that "conditions on sale or distribution could include
use of [a restricted device] only within hospitals or clinics." Id. at 25 (emphasis added).
Congress's use of the phrase "could include” indicates that this discussion was intended to be
illustrative rather than exhaustive.

The Senate Report notes FDA's then "limited authority” to regulate medical devices and
the need to provide greater protection for the public. S. Rep. No. 94-33, at 2 (1976), reprinted
in 1976 U.S.C.C.A.N. 1070, 1071. In discussing the version of Section 360j(e) that was enacted,
the House Conference Report makes no mention of any limitations on the "other conditions"
authority, except those written into the law. HR Conf. Rep. 94-1090, at 62 (1976), reprinted
in 1976 U.S.C.C.A.N. 1103, 1114.

4, Other Provisions of the Act Concerned with the Advertising of Devices
Do Not Impair FDA's Authority to Restrict the Advertising and
Promotion of Tobacco Products Under Section 360j(e).

a. The district court's final reason for striking down the restrictions on tobacco
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advertising and promotion is that Sections 352(q) and 352(r) of the Act delegate FDA "limited
authority" to restrict the advertising of devices, thus reflecting Congress's intent that FDA not use
Section 360j(e) to restrict advertising and promotion. (JA 411-12.)

As discussed earlier, Section 352(q) provides that a restricted device is considered
"misbranded" "if (1) its advertising is false or misleading in any particular, or (2) it is sold,
distributed, or used in violation of regulations prescribed under section 360j(e)." 21 U.S.C. §
352(q). Section 352(r) provides that a restricted device is misbranded "unless the manufacturer,
packer, or distributor thereof includes in all advertisements and other descriptive printed matter
issued * * * with respect to that device (1) a true statement of the device's established name * * *
and (2) a brief statement of the intended uses of the device and relevant warnings." Id., § 352(r).

FDA interpreted Sections 352(q), 352(r), and 360j(e) as complementing one another and
explained that these provisions are directed to different matters. 61 Fed. Reg. 44408. Not only
did the district court's opinion fail to acknowledge and accord deference to this agency
interpretation, its own reading again conflicts with the Act's plain language and legislative history.

Section 352(q) is an enforcement provision; it directs that any restricted device that is
falsely advertised or sold, distributed, or used in violation of regulations prescribed under Section
360j(e) is "misbranded." 21 U.S.C. § 352(q). Misbranding is a "prohibited act.” 21 U.S.C. §
331(b). The fact that Section 352(q)(1) makes "false or misleading" advertising a "misbranding"
violation says nothing at all about whether advertising designed to attract underage purchasers of
tobacco products may be restricted by FDA under other provisions of the Act. Nothing in the text
of Section 352(q)(1) supports drawing the inference that the reference there to "false or
misleading" advertising means that FDA may not otherwise impose conditions on the advertising

of restricted devices. Indeed, limiting FDA's authority by reading such a negative implication into
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Section 352(q)(1) would be inconsistent with Section 352(q)(2), which actually puts teeth into the
regulations FDA "prescribe[s] under Section 360j(e)" — such as the tobacco advertising conditions
here at issue.

Likewise, nothing in the text of Section 352(r) suggests a congressional intent that the only
way in which the advertising of a device may be regulated is through the provisions of that
paragraph, to the exclusion of other broader authority granted to FDA elsewhere in the Act.
Rather, Section 352(r) simply establishes minimum information required in device advertising.
Contrary to the district court's interpretation of Section 352(r), there is no indication, implicit or
explicit, of any congressional intent to preclude additional conditions on advertising under Section
360j(e) that FDA might determine are necessary to provide a reasonable assurance of the device's
safety. Moreover, the advertising restrictions in Section 352(r) pertain to information that will be
provided to persons who can legally purchase the product. By contrast, Section 360j(e) permits
conditions designed to prevent the use of a device by persons not competent to use it safely.

b. The legislative history of the Medical Device Amendments of 1976 also refutes the
district court's narrow interpretation of Sections 352(q), 352(r), and 360j(e). The Senate Report
makes clear that "[t]he basic intent of the legislation is to assure safe and effective devices and the -
Secretary is authorized to use all of the authoﬁties contained in this Act in any combination
deemed necessary to protect the public health and safety." S. Rep. 94-33, at 13, reprinted in
1976 U.S.C.C.A.N. 1082 (emphasis added).

Thus, the notion that, despite the broadly worded delegation of authority in Section 360j(e),
that provision may not be invoked to restrict tobacco advertising because Sections 352(q) and
352(r) allow limited restrictions on device advertising, is mistaken. See Young, 476 U.S. at

983-84 (fact that two sections of the Act address the same matter, one in general and one in
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specific terms, gives FDA a choice in how to regulate and does not render one section
superfluous). Sections 352(q), 352(r), and 360j(e) are not mutually exclusive — as the district
court seemed to belieQe — but rather complement one another, as FDA concluded. See 61 Fed.
Reg. 44408.

c. Finally, in a footnote (JA 412 n.29), the district court offered its interpretation of
the following sentence in Section 352(r): "Except in extraordinary circumstances, * * * no
advertisement of a restricted device * * * shall, with respect to the matters specified in this
paragraph or covered by regulations issued hereunder, be subject to the provisions of sections 52
through 55 of Title 15." The Federal Trade Commission (hereafter "FTC") enforces 15 U.S.C.
§§ 52-55, which address false advertising and deceptive practices.

The district court concluded that this statement "reveals Congress' intention that the [FTC]
have primary jurisdiction over advertising." (JA 412 n.29.) Although it did not elaborate, the
court appeared to believe that, because Section 352(r) restricts device advertising in only two
respects (the established name of the product and its intended use), the FTC alone has authority
to regulate all other aspects of device advertising.

Once again, however, the plain language of the text points to no such interpretation.
Section 352(r) simply states that, in general, insofar as the misbranding of a restricted device is

concerned, the manufacturer or distributor thereof is subject only to FDA enforcement. There is

no basis to infer from this limited statement that Congress intends for the FTC to have primary

jurisdiction over advertising. Indeed, the legislative history of Section 352(r) suggests just the
opposite. See S. Rep. No. 94-33, at 17, reprinted in 1976 U.S.C.C.A N, 1086.
FDA's jurisdiction, in fact, overlaps that of the FTC in a number of areas. See Thompson

Medical Co. v. FTC, 791 F.2d 189, 192-93 (D.C. Cir. 1986), cert. denied, 479 U.S. 1086 (1987).
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That is neither surprising nor unusual. For €xample, the Department of Justice and the FTC share
overlapping enforcement authority under the Sherman Act and Federal Trade Commission Act.
See FTC v. Cement Inst., 333 U.S. 683, 692-93 (1948); United States v. Restland Funeral Home,
Inc., 51 F.3d 56 (5th Cir.1995), cert. denied, 116 S. Ct. 772 (1996). Absent a clear congressional
signal to the contrary, the existence of such overlapping jurisdiction is no ¢ause to prevent the
otherwise lawful exercise of FDA's authority.

In sum, because the district court failed to explain or find that FDA's interpretation of
Section 360j(e) was impermissible, the agency's interpretation should have been upheld.

II.  There Is No Basis For The District Court's Preliminary Injunction Against The Access
And Labeling Regulations.

A. The Standard of Review.

An abuse of discretion standard of review applies to the grant of preliminary injunctive
relief. Rum Creek Coal Sales, Inc. v. Caperton, 926 F.2d 353, 358 (4th Cir. 1991). As this
Court has explained, however, a district court's discretion in this regard is "'not boundless'" and

its decision will be overturned "'if made under an improper legal standard.'" Ibid. (citation
omitted). Thus, the standard is "not a rule of perfunctory appellate review but one of careful
scrutiny.” Direx Israel, Ltd. v. Breakthrough Medical Corp., 952 F.2d 802, 815 (4th Cir, 1991).

B. The Court Erred in Enjoining Implementation of Regulations That It Upheld.

The district court unequivocally upheld FDA's authority to regulate tobacco products as
drugs, devices, and combination products under the Act. (JA 381-405.) The court also held that
FDA is authorized by Section 360j(e} to impose conditions on access to tobacco products, and by

Section 352(r) to impose labeling restrictions on such products. (JA 413-14.) In the order

accompanying its opinion, however, the court enjoined FDA from implementing "any of the
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additional Regulations set for implementation on August 28, 1997, pending further orders by the
court." (JA 417.)

The injunction thus prevents implementation of not only the advertising and promotion
regulations struck down by the court, but also those access and labeling conditions that had not
yet gone into effect and that the court explicitly upheld. See supra note 3. In issuing this
sweeping relief, the district court failed to address this Circuit's well established "hardship
balancing test" for the grant of a preliminary injunction. See Direx, 952 F.2d at 811. Indeed, it
provided no explanation at all for its injunctive order.

As this Court has explained, "the grant of interim relief [is] an extraordinary remedy
involving the exercise of a very far-reaching power, which is to be applied 'only in [the] limited
circumstances' which clearly demand it." [Ibid. (citation omitted). Four factors are to be
considered, in the following order:

(1) the likelihood of irreparable harm to the plaintiff if the preliminary injunction

is denied,

(2) the likelihood of harm to the defendant if the requested relief is granted,

(3) the likelihood that the plaintiff will succeed on the merits, and

{4) the public interest.

Rum Creek, 926 F.2d at 359. Plaintiff bears the burden of establishing that these factors support
an injunction. Direx, 952 F.2d at 812.

Plaintiffs here made no showing — let alone a "clear" one — of any irreparable harm that
they would suffer if the access and labeling restrictions upheld by the court were allowed to take
effect. The dearth of both evidence of harm and any findings by the court on this score compels
vacating the injunction against those regulations. |

On the other hand, the irreparable harm to defendants and the public interest from an

injunction against the tobacco access and labeling restrictions is amply supported by the record.
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The public and individual health concerns at stake are immediate and far-reaching. As previously
noted, although death from tobacco use occurs among adults, FDA found that tobacco use is a
"pediatric disease" because 80% of adult smokers became addicted to the nicotine in tobacco
during childhood. 61 Fed. Reg. 44421, 44398. Every year, approximately one million children
and adolescents begin to smoke — nearly 3,000 per day. One of every three of these individuals
will later die from a tobacco-related disease. Id. at 44398, 44568.

Moreover, the problem of youth tobacco use is getting worse. FDA found that the
percentage of eighth and tenth graders who smoke has risen for four consecutive years. Id. at
44399. Similar problems exist with underage use of smokeless tobacco products. Ibid. Thus, the
record in this proceeding demonstrates that irreparable injury to public health will occur if
implementation of FDA's restrictions on tobacco access and labeling is indefinitely delayed.

Because the balance of harms therefore clearly weighs in favor of the timely
implementation of FDA's regulations, plaintiffs’ probability of success on the merits need not even
be addressed. In any event, the district court has already upheld FDA's jurisdiction to regulate
tobacco products and has concluded — correctly — that the agency has the statutory authority to
impose restrictions on the access and labeling of such products. That'being s0, preliminary
injunctive relief against those regulations is without any support whatsoever and should be
overturned.

CONCLUSION

For the foregoing reasons, the partial summary judgment in favor of the plaintiffs and the

injunction entered by the district court against the FDA regulations at issue should be reversed and

vacated.
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21 U.S.C. § 321(g)(1)

{g)X1) The term *“drug’” means (A) articles rec-
ognized in the official United States Pharmaco-
poeia, official Homoeopathic Pharmacopoeia of
the United States, or official National Formu-
lary, or any supplement to any of them, and (B)

articles intended for use in the diagnosis, cure,
mitigation, treatment, or prevention of disease
in man or other animals; and (C) articles (octher
than food) intended to affect the structure or
any function of the body of man or other ani-
mals; and (D) articles intended for use as a
component of any article specified in clause
(A), (B}, or (C). A food or dietary supplement
for which a claim, subject to sections
343(rX1XB) and 343(r)X3) of this title or sec-
tions 343(r)}1)B) and 343(r)}53D) of this title,
is made in accordance with the requirements of
section 343(r) of this title is not a drug solely
because the label or the labeling contains such
a claim. A food, dietary ingredient, or dietary
supplement for which a truthful and not mis-
leading statement is made in accordance with
section 343(r)6) of this title is not a drug under
clause (C) solely because the label or the label-
ing contains such a statement.
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21 U.S8.C. § 321(h)

{h) The term "‘device’” (except when used in
paragraph (n) of this section and in sections
331(1), 343, 352¢e), and 362(c) of this title)
means an instrument, apparatus, implement,
machine, contrivance, implant, in vitro reagent,
or other similar or related article, including any
component, part, or accessory, which is—

(1) recognized in the official National For-
mulary, or the United States Pharmacopeia,
or any supplement to them,

(2) intended for use in the diagnosis of dis-
ease or other conditions, or in the cure, miti-
gation, treatment, or prevention of disease, in
man or other animals, or

(3) intended to affect the structure or any
function of the body of man or other animals,
and

which does not achieve its primary intended
purposes through chemical action within or en
the body of man or other animals and which is
not dependent upon being metabolized for the
achievement of its primary intended purposes.
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21 US.C. § 331(b)

- The following acts and the causing thereof
? . are prohibited:

(b) The adulteration or misbranding of any
food, drug, device, or cosmetic in interstate
commerce.

+
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21 US.C. §352(@

(q) Restricted devices using false or misleading adver.
tising or used in violation of regulations

In the case of any restricted device distribut-
ed or offered for sale in any State, if (1) its ad-
vertising is false or misleading in any particu-
lar, or (2) it is sold, distributed, or used in viola-
tion of regulations prescribed under section
360j(e) of this title. ’
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21 US.C. §352(r)

(r) Restricted devices nat carrying requisite accom-
panying statements in advertisements and other
descriptive printed matter

In the case of any restricted device distribut-
ed or offered for sale in any State, unless the
manufacturer, packer, or distributor thereof in-
c¢ludes in all advertisements and other descrip-
tive printed matter issued or caused to be
issued by the manufacturer, packer, or distribu-
tor with respect to that device (1) a true state-
ment of the device's established name as de-
fined in subsection (e} of this section, printed
prominently and in type at least half as large as
that used for any trade or brand name thereof.
and (2) a brief statement of the Intended uses
of the device and relevant warnings, precau-
tions, side effects, and contraindications and, In
the case of specific devices made subject to a
finding by the Secretary after notice and op-
portunity for comment that such action is nee-
essary to protect the public health, a full de-
scription of the components of such device or
the formula showing quantitatively each ingre-
dient of such device to the extent required in
regulations which shall be issued by the Secre-
tary after an opportunity for a hearing. Except
in extraordinary circumstances, no regulation
issued under this paragraph shall require prior
approval by the Secretary of the content of any
advertisernent and no advertisement of a re-
stricted device, published after the effective
date of this paragraph shall, with respect to the
matters specified in this paragraph or covered
by regulations issued hereunder, be subject to
the provisions of sections 52 through 55 of title
15. This paragraph shall not be applicable to
any printed matter which the Secretary deter-
mines to be labeling as defined in section
321{m) of this title.
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21 U.S.C. § 353(g)(1)

{g) Regulation of combination products

(1) The Secretary shall designate a compo-
nent of the Food and Drug Administration to
regulate products that constitute a combination
of a drug, device, or biological product. The
Secretary shall determine the primary mode of
action of the combination product. If the Secre-
tary determines that the primary mode of
action is that of— )

(A) a drug (other than a biological product),
the persons charged with premarket review of
drugs shall have primary jurisdiction,

(B) a device, the persons charged with pre-
market review of devices shall have primary
jurisdiction, or

(C) a biological product, the persons
charged with premarket review of biological
products shall have primary jurisdiction.
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21 U.S.C. § 360j(e)

{e) Restricted devices

(1) The Secretary may by regulation require
that a device be restricted to sale, distribution,
or use—

(A) only upon the written or oral authoriza-
tion of a practitioner licensed by law to ad-
minister or use such device, or

{B) upon such other conditions as the Sec-
retary may prescribe in such regulation,

if, because of its potentiality for harmiful effect
or the collateral measures necessary to its use,
the Secretary determines that there cannot
otherwise be reasonable assurance of its safety
and effectiveness. No condition prescribed
under subparagraph (B) may restrict the use of
a device to persons with specific training or ex-
perience in its use or to persons for use in cer-
tain facilities unless the Secretary determines
that such a restriction is required for the safe
and effective use of the device. No such condi-
tion may exclude a person from using a device
solely because the person does not have the
training or experience to make him eligible for
certification by a certifying board recognized by
the American Board of Medical Specialties or
has not been certified by such a Boeard. A device
subject to a regulation under this subsection is
a restricted device.

{2) The label of a restricted device shall bear
such appropriate statements of the restrictions
required by a regulation under paragraph (1) as
the Secretary may in such regulation prescribe.
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