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EXECUTIVE SUMMARY

This document explains the basis for the Food and Drug Administration’s assertion
of jurisdiction over cigarettes and smokeless tobacco under the Federal Food, Drug, and
Cosmetic Act (the Act). FDA regulates a diverse range of products under the Act,
including foods, drugs, medical devices, and cosmetics. The distinguishing feature that
characterizes these products is their intimate and potentially harmful relationship with the
human body. The products that FDA regulates include those that are ingested, inhaled,
implanted, or otherwise used in close contact with the human body.

Cigarettes, which deliver a pharmacologically active dose of nicotine to tbe body
through inhalation, and smokeless tobacco, which delivers a pharmacologically active dose
of nicotine to the body through buccal absorption, share this distinguishing feature. Like
the products that FDA traditionally regulates, cigarettes and smokeless tobacco are
inhaled or placed within the human body; like many of these products, they deliver a
pharmacologically active substance to the bloodstream; and like these products, they have
potentially dangerous effects. Indeed, no products cause more death and disease than
cigarettes and smokeless tobacco.

FDA is asserting jurisdiction over cigarettes and smokeless tobacco under the drug
and device provisions of the Act. Specifically, FDA has concluded that cigarettes and
smokeless tobacco are combination products consisting of nicotine, a drug that causes
addiction and other significant pharmacological effects on the human body, and device
components that deliver nicotine to the body. FDA last considered whether cigarettes

were drugs or devices in the late 1970’s. See Action on Smoking and Health v. Harris,
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655 F.2d 236 (D.C. Cir. 1980). Since that time, substantial new evidence has become
available to FDA. This evidence includes the emergence of a scientific consensus that
cigarettes and smokeless tobacco cause addiction to nicotine and the disclosure of
thousands of pages of internal tobacco company documents detailing that these products
are intended by the manufacturers to affect the structure and function of the human body.
This new evidence justifies the Agency’s determination that cigarettes and smokeless
tobacco are delivery systems for the drug nicotine.

Under the Act, a product is a drug or device if it is an article (other than food)
“intended to affect the structure or any function of the body.” Sections 201(g)(1XC),
201(h)(3). The statutory definition is “intended to define ‘drug’ far more broadly than
does the medical profession.” United States v. An Article of Drug . . . Bacto-Unidisk, 394
U.S. 784, 793, 798 (1969). The legal question of whether cigarettes and smokeless
tobacco are subject to FDA jurisdiction is one that “FDA has jurisdiction to decide with
administrative finality.” Weinberger v. Bentex Pharmaceuticals, Inc., 412 U.S. 645, 653
(1973).

After intensive investigation and careful consideration of the public comments,
FDA concludes that cigarettes and smokeless tobacco meet the statutory definition of a
drug and a device. This conclusion is based on two determinations: (1) nicotine in
cigarettes and smokeless tobacco does “affect the structure or any function of the body,”
and (2) these effects on the structure and function of the body are “intended” by the

manufacturers.
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The Agency’s determination that nicotine in cigarettes and smokeless tobacco does
“affect the structure or any function of the body” is based on three central findings:

1. Nicotine in cigarettes and smokeless tobacco causes and
sustains addiction.

2. Nicotine in cigarettes and smokeless tobacco causes other
psychoactive (mood-altering) effects, including
tranquilization and stimulation.

3. Nicotine in cigarettes and smokeless tobacco controls
weight.

The Agency’s determination that the manufacturers of cigarettes and smokeless
tobacco “intend” these effects is based on five central findings:

1. The addictive and other pharmacological effects of nicotine
are so widely known and accepted that it is foreseeable to a
reasonable manufacturer that cigarettes and smokeless
tobacco will cause addiction to nicotine and other
significant pharmacological effects and will be used by
consumers for pharmacological purposes, including
sustaining their addiction to nicotine.

2. Consumers use cigarettes and smokeless tobacco
predominantly for pharmacological purposes, including
sustaining their addiction to nicotine, mood alteration, and
weight loss.

3. Manufacturers of cigarettes and smokeless tobacco know
that nicotine in their products causes pharmacological
effects in consumers, including addiction to nicotine and
mood alteration, and that consumers use their products
primarily to obtain the pharmacological effects of nicotine.

4, Manufacturers of cigarettes and smokeless tobacco design
their products to provide consumers with a
pharmacologically active dose of nicotine.

S. An inevitable consequence of the design of cigarettes and
smokeless tobacco to provide consumers with a
pharmacologically active dose of nicotine is to keep
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consumers using cigarettes and smokeless tobacco by
sustaining their addiction to nicotine.

This document is divided into six sections. Section I describes the evidence and
legal basis supporting the Agency’s finding that cigarettes and smokeless tobacco “affect
the structure or any function of the body.” Section II describes the evidence and legal
basis supporting the Agency’s finding that the manufacturers “intend” these effects on the
structure and function of the body. Section III explains the Agency’s conclusion that
cigarettes and smokeless tobacco are combination products that contain a “drug” and a
“device.” Section IV explains why the Agency’s decision to assert jurisdiction over
cigarettes and smokeless tobacco is justified by the new evidence now available to the
Agency. Section V demonstrates that Congress has not precluded or preempted the
Agency’s assertion of jurisdiction over cigarettes and smokeless tobacco. Section VI
addresses procedural issues relating to the Agency’s assertion of jurisdiction over
cigarettes and smokeless tobacco. These sections are summarized below.

L Cigarettes and Smokeless Tobacco “Affect the Structure or any Function of the
Body” Within the Meaning of the Act

The nicotine delivered by cigarettes and smokeless tobacco has significant
pharmacological effects on the structure and function of the body.

First, the nicotine in cigarettes and smokeless tobacco causes and sustains
addiction. Nicotine exerts psychoactive, or mood-altering, effects on the brain that
motivate repeated, compulsive use of the substance. These pharmacological effects create
dependence in the user. The pharmacological processes that cause this addiction to

nicotine are similar to those that cause addiction to heroin and cocaine.
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Second, the nicotine in cigarettes and smokeless tobacco produces other important
pharmacological effects on the central nervous sysiem. Under some circumstances and
doses, the nicotine has a sedating or tranquilizing effect on mood and brain activity.
Under other circumstances and doses, the nicotine has a stimulant or arousal-inducing
effect on mood and brain activity.

Third, the nicotine in cigarettes and smokeless tobacco affects body weight.

These effects on the structure and function of the body are significant and
quintessentially drug-like. Moreover, these effects are the same as the effects of other
drugs that FDA has traditionally regulated, including stimulants, tranquilizers, appetite
suppressants, and products, such as methadone, used in the maintenance of addiction. For
these reasons, the Agency finds that cigarettes and smokeless tobacco “affect the structure
or any function of the body” within the meaning of the Act.

11, Cigarettes and Smokeless Tobacco Are “Intended” to Affect the Structure and
Function of the Body Within the Meaning of the Act

To determine whether effects on the structure or function of the body are
“intended” by the manufacturer, the Agency must objectively evaluate all the relevant
evidence of intent in the record before it. “The FDA is not bound by the manufacturer’s
subjective claims of intent,” but rather can find actual intent “on the basis of objective
evidence.” National Nutritional Foods Ass’n v. Matthews, 557 F.2d 325, 334 (2d Cir.
1977). In the case of cigarettes and smokeless tobacco, the Agency finds that three types
of objective evidence provide independent bases for finding that the manufacturers intend
to affect the structure and function of the body: (1) the evidence of the foreseeable

pharmacological effects and uses of cigarettes and smokeless tobacco; (2) the evidence of
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the actual consumer use of cigarettes and smokeless tobacco for pharmacological
purposes; and (3) the evidence of the statements, research, and actions of the
manufacturers themselves. Considered independently or cumulatively, this evidence
convincingly demonstrates that cigarettes and smokeless tobacco are intended to be used
for pharmacological purposes.

A A Reasonable Manufacturer Would Foresee that Tobacco Products Will

Cause Addiction and Other Pharmacological Effects and Will Be Used by
Consumers for Pharmacological Purposes

When Congress enacted the current definition of “drug” in 1938, it was well
understood that “[t]he law presumes that every man intends the legitimate consequences
of his own acts.” Agnew v. United States, 165 U.S. 36, 53 (1897). Consistent with this
common understanding, FDA'’s regulations provide that a product’s intended
pharmacological use may be established by evidence that the manufacturer “knows, or has
knowledge of facts that would give him notice,” that the product is being widely used for
a pharmacological purpose, even if the product is not being promoted for this purpose.
21 CFR 201.128, 801.4. Thus, FDA may find that a manufacturer intends its product to
affect the structure or function of the body when it would be foreseeable to a reasonable
manufacturer that the product will (1) affect the structure or function of the body and (2)
be used by a substantial proportion of consumers to obtain these effects. For example,
when it is foreseeable to a reasonable manufacturer that a product will produce drug

effects in consumers and be purchased by a substantial proportion of consumers for drug

purposes, FDA may consider the product a “drug.”

Xiv
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In the case of cigarettes and smokeless tobacco, no reasonable manufacturer could
fail to foresee that these products will have signiﬁcént pharmacological effects on
consumers and be widely used by consumers for pharmacological purposes. All major
public health organizations in the United States and abroad with expertise in tobacco or
drug addiction now recognize that the nicotine delivered by cigarettes and smokeless
tobacco is addictive. The first major organization to do so was the American Psychiatric
Association, which in 1980 defined the “tobacco dependence disorder” and the “tobacco
withdrawal syndrome.” Since 1980, nicotine in tobacco products has also been
recognized as addictive by the U.S. Surgeon General (1986 and 1988), the Amcﬁcan
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). Every expert medical organization that submitted
comments to FDA on whether nicotine is addictive concluded that it is. The tobacco
industry’s public position that nicotine is not addictive is simply not credible in light of this
overwhelming scientific consensus.

The scientific consensus that cigarettes and smokeless tobacco cause addiction to
nicotine makes it foreseeable to a reasonable manufgctumr that these products will affect
the structure and function of the body. This scientific consensus also makes it foreseeable
that cigarettes and smokeless tobacco will be used by a substantial proportion of |
consumers for a pharmacological purpose—namely, to satisfy their addiction.

It is also foreseeable that the nicotine in cigarettes and smokeless tobacco will

cause, and be used for, other significant pharmacological effects. It is well established that

XV
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the nicotine in cigarettes and smokeless tobacco has psychoactive or mood-altering effects
in the brain. Under some circumstances, nicotine can have a sedative or tranquilizing
effect on the brain; under other circumstances, nicotine can have a stimulating or arousal-
inducing effect. In this regard, nicotine is similar to other addictive drugs such as opiates,
which can have both stimulating and sedating effects. In addition, nicotine plays a role in
weight regulation, with substantial evidence demonstrating that cigarette smoking leads to
weight loss.

Because a reasonable manufacturer would foresee that cigarettes and smokeless
tobacco will cause and be used for these well-established pharmacological effects in a
substantial proportion of consumers, the Agency finds that these drug effects and drug
uses are intended by the manufacturers.

B. Consumers Use Tobacco Products to Obtain the Pharmacological Effects
of Nicotine and to Satisfy Their Addiction

A second basis for establishing that a product is intended to affect the structure or
function of the body is evidence showing that consumers actually use the product for
pharmacological purposes. In fact, courts have recognized that even in the absence of any
other evidence of intent to affect the structure or function of the body, such an intent may
be established by evidence showing that consumers use the product “predominantly” for
pharmacological purposes. ASH, 655 F.2d at 239-240.

In the case of cigare;ttes and smokeless tobacco, the evidence establishes that
consumers do use these products “predominantly” for pharmacological purposes. Major
recent studies have concluded that 77% to 92% of smokers are addicted to nicotine in

cigarettes. The U.S. Department of Health and Human Services estimates that 75% of

Xvi
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young regular users of smokeless tobacco are addicted to nicotine in these products. The
comments from the American Heart Association, the American Lung Association, and the
American Cancer Society, whose member physicians provide health care for tobacco users
in the United States, confirm that “the vast majority of people who use nicotine containing
cigarettes and smokeless tobacco do so to satisfy their craving for the pharmacological
effects of nicotine; that is, to satisfy their drug dependence or addiction.”

In addition, a large proportion of consumers also use cigarettes and smokeless
tobacco for other pharmacological purposes. A recent survey found that over 70% of
young people 10 to 22 years old who are daily smokers reported that they use cigarettes
for relaxation. The same survey found that over 50% of young people who are daily users
of smokeless tobacco reported that they use smokeless tobacco for relaxation. Other
surveys show that between one-third and one-half of young smokers report that weight
control is a reason for their smoking.

This evidence that consumers actually use cigarettes and smokeless tobacco
predominantly to obtain the pharmacological effects of nicotine leads FDA to find that
cigarettes and smokeless tobacco are intended to affect the structure and function of the
body.

C. The Statements, Research, and Actions of the Cigarette Manufacturers

Show that the Manufacturers Intend to Affect the Structure and Function
of the Body

A third basis for establishing that a manufacturer intends to affect the structure or
function of the body is evidence from the statements, research, and actions of the

manufacturer that reveals that the manufacturer knows that its product will, or designs its
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product to, affect the structure or function of the body. It is a canon of statutory
construction that words used by Congress should ordinarily be interpreted in accordance
with their plain meaning. The plain meaning of “intend” includes “to have in mind” or “to
design” for a particular use. The American Heritage Dictionary, for instance, defines
“intend” as: “1. To have in mind; plan. 2.a. To design for a specific purpose. b. To
have in mind for a particular use.” Consistent with the plain meaning of “intend,” FDA
may consider whether the statements, research, and actions of the manufacturer show that
the manufacturer “has in mind” that its product will, or “designs” its product to, affect the
structure or function of the body.

The administrative record contains three decades of documents and other evidence
from the major cigarette manufacturers. This evidence, most of which has only recently
become available, establishes that the manufacturers do “have in mind” that their products
will have and be used for pharmacological effects. First, the evidence shows that the
cigarette manufacturers know that nicotine is a pharmacologically active drug. In internal
documents, for instance, researchers for Philip Morris Inc. call nicotine “a powerful
pharmacological agent with multiple sites of action” and “a physiologically active . . .
substance . . . [which] alters the state of the smoker by becoming a neurotransmitter and a
stimulant”; a researcher for R.J. Reynolds Tobacco Co. (RJR) calls nicotine “a potent
drug with a variety of physiological effects”; and researchers for Brown & Williamson
Tobacco Corp. and its parent company, BAT Industries PLC (formerly the British-

American Tobacco Co.) (BATCO), call nicotine “pharmacologically active in the brain”
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and “an extremely biologically active compound capable of eliciting a range of
pharmacological, biochemical, and physiological responses.”

Second, the evidence establishes that the cigarette manufacturers have conducted
extensive research to understand precisely how nicotine affects the structure and function
of the body. In one year alone, Philip Morris conducted 16 different studies on the effects
of nicotine, including 5 experiments to determine the pharmacological effects of nicotine
on the human brain. RJR’s similarly extensive research found that the nicotine in
cigarettes produces measurable changes in brain wave activity, such as “a significant
increase in beta2 magnitude” (an effect associated with anxiety relief) and “a significant
decrease in delta magnitude” (an effect associated with improved mental condition).
Through the Council for Tobacco Research, an organization formed by the major tobacco
companies, the manufacturers funded dozens of sophisticated investigations concerning
nicotine, including numerous studies that demonstrate nicotine’s ability to alter the
function of the human brain.

Third, the evidence shows that the manufacturers know that one of the
pharmacological effects of nicotine is to cause and sustain addiction. Researchers and
senior officials of Brown & Williamson and BATCO expressly acknowledge this fact in
their internal documents, stating that “smoking is a habit of addiction” and that “nicotine is
addictive.” Philip Morris scientists also know of nicotine’s addiction potential. They
conducted a series of nicotine “self-administration” experiments using the tests used by the
National Institute on Drug Abuse to determine whether a substance has addiction

potential. These studies found that rats would self-administer nicotine, which is one of the
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hallmark characteristics of an addictive drug. Moreover, through the Council for Tobacco
Research, the cigarette manufacturers funded reseafch that reported that “smoking is a
form of dependence no less binding than that of other addictive drugs.”

Fourth, the evidence shows that the manufacturers know that consumers smoke
cigarettes primarily to obtain the pharmacological effects of nicotine.f This point is
repeatedly acknowledged in internal company documents. For example, researchers for
Philip Morris have stated that nicotine is “the primary reason why people smoke” and that
nicotine is “the physiologically active component of smoke having the greatest
consequence to the consumer’’; researchers for RJR have stated that “the confirmed user
of tobacco is primarily seeking the physiological ‘satisfaction’ derived from nicotine” and
that “[w]ithout any question, the desire to smoke is based upon the effect of nicotine on
the body””; and BATCO’s director of researchhés stated that “{t]he tobacco smoking habit
is reinforced or dependent upon the psycho-pharmacological effects mainly of nicotine.”
This knowledge of the central role of nicotine in cigarette smoking was communicated to
the highest levels of the companies. In 1969, for instance, Philip Morris’ vice president for
research and development told the Philip Morris board of directors that “the ultimate
explanation for the perpetuated cigarette habit resides in the pharmacological effect of
smoke upon the body of the smoker.”

Fifth, the evidence shows that in their internal documents, the cigarette
manufacturers expressly refer to cigarettes as devices for the delivery of nicotine. For
instance, researchers for Philip Morris have described cigarettes as a “dispenser for a dose

unit of nicotine” and as a “nicotine delivery device”; a senior researcher for RJR has
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described cigarettes as a “vehicle for delivering nicotine”; and researchers for BATCO
have described cigarettes as the “means of providihg nicotine dose in a metered fashion”
and as a device that provides the smoker “very flexible control over titrating his desired
dose of nicotine.”

This evidence establishes that cigarettes are intended by the manufacturers to
affect the structure and function of the body. It demonstrates that the manufacturers
know that nicotine is pharmacologically active; that consumers smoke primarily to obtain
the pharmacological effects of nicotine; and that cigarettes function as devices for the
delivery of nicotine. The evidence thus shows that when the manufacturers offer
cigarettes for sale, they “have in mind” that their products will be used for the particular
purpose of affecting the structure and function of the body.

In addition to the evidence showmg that cigarette manufacturers “have in mind”
the use of cigarettes for pharmacological purposes, the record shows that the
manufacturers “design” cigarettes to ensure the delivery of a pharmacologically active
dose of nicotine to the smoker. The evidence in the record shows that the manufacturers
have conducted extensive product research and development to find ways to maintain
adequate nicotine levels in low-tar cigarettes. According to one former senior official at
Philip Morris, “a key objective of the cigarette industry over the last 20-30 years” was
“maintaining an acceptable and pharmacologically active nicotine level” in low-tar
cigarettes. Internal industry documents in the record disclose research to determine the

dose of nicotine that must be delivered to provide “pharmacological satisfaction” to the
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smoker, as well as estimates by industry scientists of the minimum and optimum doses of
nicotine that cigarettes must deliver.

Among the many examples in the record of product research and development to
enhance relative nicotine deliveries, Philip Morris conducted extensive research to identify
“the optimal nicotine/tar ratios for cigarette acceptability of relatively low-delivery
cigarettes”; RJR developed alternative tobacco piroductS that provide a “more efficient and
direct way to provide the desired nicotine dosage than the present system involving
cdmbustion of tobacco”; and Brown & Williamson investigated chemical manipulation to
raise smoke pH, thereby increasing “free” nicotine delivery, and used genetic engineering
to breed a high-nicotine tobacco plant called Y-1.

The record before the Agency shows that several methods of enhancing nicotine
deliveries are used in the manufacture of commercial cigarettes. Tobac§o blending to raise
the nicotine concentration in low-tar cigarettes is common. As the vice chairman and chief
operating officer of Lorillard Tobacco Co. has stated, “the lowest tar segment is
composed of cigarettes utilizing a tobacco blend which is significantly higher in nicotine.”
Another common technique for enhancing nicotine deliveries in low-tar cigarettes is the
use of filter and ventilation systems that by design remove a higher percentage of tar than
nicotine. Yet a third type of nicotine manipulation is the addition of ammonia compounds
that increase the delivery of “free” nicotine to smokers by raising the alkalinity or pH of
tobacco smoke. These ammonia technologies are widely used within the industry.

The record establishes that an important reason why the manufacturers design

cigarettes that provide pharmacologically active doses of nicotine is to satisfy the demands
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of users. The manufacturers concede in their comments that their “intent is to design,
manufacture and market . . . cigarettes to meet the -preferences of adult smokers.” The
preferences of most smokers, however, include obtaining sufficient nicotine to sustain
their addiction and to experience nicotine’s mood-altering effects. What the cigarette
manufacturers describe as producing cigarettes that satisfy consumer preferences is, in
reality, producing cigarettes that provide the pharmacological effects of nicotine sought by
consumers. The effect of maintaining a pharmacologically active dose of nicotine in
cigarettes is to keep consumers smoking by sustaining their addiction.

The evidence that the manufacturers “design” cigarettes to provide a
pharmacologically active dose of nicotine is further proof that the manufacturers intend
cigarettes to affect the structure and function of the body. Taken together, the evidence
shows that the cigarette manufacturers; (1) “have in mind” the use of cigarettes for the 7
particular purpose of delivering the pharmacological effects of nicotine, and (2) “design”
their products to provide these effects. This evidence convincingly demonstrates that the
pharmacological effects of cigarettes are “intended” by the manufacturers.

D. The Statements, Research, and Actions of the Smokeless Tobacco

Manufacturers Show that the Manufacturers Intend their Products to
Affect the Structure and Function of the Body

The administrative record also contains evidence of the statements, research, and
actions of the smokeless tobacco manufacturers. -Like the evidence of the statements, ]
research, and actions of the cigarette manufacturers, this evidence establishes that the

smokeless tobacco manufacturers intend to affect the structure and function of the body.
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First, the evidence in the record shows that the smokeless tobacco manufacturers
know that nicotine is a pharmacologically active drug and that consumers use smokeless
tobacco to obtain the pharmacological effects of nicotine. As a senior vice president for
United States Tobacco Co. (UST) stated, “virtually all tobacco usage is based upon
nicotine, ‘the kick,’ satisfaction.” Researchers affiliated with Brown & Williamson
acknowledge that “nicotine . . . absorbed through . . . the lining of the nose or mouth . . .
will quickly enter a direct route, in the blood, to the brain.”

Second, the evidence shows that the smokeless tobacco manufacturers manipulate
the nicotine delivery of their products in a manner that promotes tolerance and addiction
to nicotine. This manipulation is accomplished through the use of chemicals that alter the
pH of the smokeless tobacco. Moist snuff brands that are marketed as “starter” brands
have a low pH and consequently deliver a low level of “free” nicotine to the user, limiting
the absorption of nicotine in the mouth. The low nicotine deliveries allow the new user to
develop a tolerance to nicotine without experiencing adverse reactions such as nausea and
vomiting. In contrast, moist snuff brands that are marketed to experienced users have a
high pH and consequently deliver a high level of “free” nicotine to the user, increasing the
amount of nicotine available for absorption. The increased nicotine deliveries provide
sufficient nicotine to sustain the user’s addiction.

Third, the evidence shows that smokeless tobacco use and addiction to nicotine
has substantially increased among teenagers since the manufacturers began to manipulate
nicotine deliveries. Before the introduction of starter brands with low levels of nicotine

delivery, virtually no teenagers and young adults used smokeless tobacco. After the
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smokeless tobacco manufacturers began to market low-nicotine “starter” brands in the
1970’s, however, use of smokeless tobacco by teenagers rose dramatically. Use of
smokeless tobacco by adolescent males aged 18 to 19, for instance, increased almost
1,500% between 1971 and 1991. Most of the regular teenage users of smokeless tobacco
graduate to higher nicotine brands. An analysis by the Centers for Disease Control and
Prevention found that the pattern of smokeless tobacco use by teenagers “support[s] the
hypothesis that snuff users in earlier stages of tobacco use and nicotine addiction use
brands with low levels of free nicotine and then ‘graduate’ to brands with high levels.”

This evidence of: (1) knowledge of nicotine pharmacology, (2) manipulation of
nicotine deliveries, and (3) graduation to higher nicotine brands among young users is a
sufficient basis to establish that the smokeless tobacco manufacturers intend to affect the
structure and function of the body.

In addition to this industry-wide evidence of intended use, the record contains
numerous documents from the nation’s largest smokeless tobacco manufacturer, UST.
The UST documents in the record show that:

e UST officials in the early 1970’s recommended the development of products
with “three different . . . strengths of nicotine[:] . . . a. High nicotine, strong
tobacco flavor . . . b. Medium strength of nicotine . . . c. Low nicotine, sweet
product.” In particular, UST officials recommended the development of a
product that provided “mild” nicotine satisfaction targeted at “new users . . .
age group 15-35.”

e Shortly after these recommendations, UST began aggressively to market low-
nicotine products, targeted “for you guys just starting out.” Marketing

techniques included free sampling on college campuses and at sports events.
Advertisements included instructions on use for new users.

e Numerous UST documents and statements refer to an explicit “graduation
process” in which users of smokeless tobacco are encouraged to start with low-
nicotine starter brands and then progress to higher nicotine brands. For

XXV
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instance, a UST vice president has stated that Skoal Bandits, one of UST’s low-
nicotine brands, “is the introductory product, and we look towards establishing
a normal graduation process.” )

These UST documents confirm that smokeless tobacco manufacturers deliberately
produce brands with a range of nicotine deliveries in order to allow users to progress (or
“graduate”) from low-delivery products to high-delivery products. They thus corroborate
the Agency’s finding that smokeless tobacco is intended to affect the structure and

function of the body.

E. The “Intended Use” of a Product Is Not Determined Only on the Basis of
Promotional Claims

The principal legal argument of the tobacco industry is that the intended use of a
product must be determined exclusively on the basis of the pror&otional claims made by
the manufacturer. Under the industry’s legal theory, the Agency must disregard the
voluminous internal tobacco industry documents showing that the manufacturers have in
mind, and design their products to provide, the pharmacological effects of nicotine. The
tobacco industry also urges the Agency to disregard the evidence of the foreseeable
pharmacological effects and uses of cigarettes and smokeless tobacco, as well as the
evidence of the actual consumer use of these products for pharmacological purposes.

The Agency rejects the industry’s legal argument. First; the industry’s position is
contrary to the plain language of the Act. The Act does not say that only products
“promoted” to affect the sti'ucture or function of the body are drugs or devices. Rather,
the Act says that products “intended” to affect the structure or function of the body are
drugs or devices. The plain meaning of “intend” is significantly broader than the meaning

of “promote.” As summarized above, the plain meaning of “intend” includes “to have in
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mind” and “to design” for a particular use. The evidence that is relevant to determining
the uses that a manufacturer “has in mind” or “designs” includes not just the promotional
claims of the manufacturer, but also the internal statements of the manufacturer, as well as
the manufacturer’s research and actions. Moreover, the ordinary meaning of “intend” also
encompasses the reasonably foreseeable consequences of the manufacturer’s actions,
thereby making consideration of the foreseeable pharmacological effects and uses of a
product relevant to its intended use.

Second, the industry’s position is contrary to FDA’s regulations. These
regulations provide that the term “intended use” refers to the “objective intent” of the
manufacturer. Under these regulations, the Agency determines the intent of the
manufacturer objectively by evaluating all of the relevant evidence in the record from the
perspective of a reasonable fact-finder. FDA'’s regulations expressly direct th¢ Agency to
consider the manufacturer’s “knowledge’ of the use of the product; the manufacturer’s
“expressions” and “oral or written statements”; and the “circumstances surrounding the
distribution of the article.” 21 CFR 201.128, 801.4. Thus, the regulations expressly
provide that the Agency should consider a broad range of evidence in determining
intended use, not merely the manufacturer’s promotional claims.

Third, the industry’s position is contrary to judicial decisions interpreting the Act.
These decisions have applied the Act’s definitions of drug and device to two different
types of products. The first type of product is one that contains no known drug
ingredients and has no known pharmacological effects or uses. In cases involving such

products, the courts recognize that a manufacturer’s promotional claims have a crucial
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role in establishing intended use. Even a product like mineral water can be brought within
FDA’s jurisdiction by advertisements that make pharmacological claims. See Bradley v.
United States, 264 F. 79 (5th Cir. 1920).

The situation is fundamentally different, however, when the product contains a
known drug ingredient like nicotine that has known pharmacological effects and uses.
When a product is pharmacologically active, the courts have recognized that “a fact finder
should be free to pierce . . . a manufacturer’s misleading . . . labels to find actual
therapeutic intent on the basis of objective evidence.” National Nutritional Foods Ass’n
v. FDA, 504 F.2d 761, 789 (2d Cir. 1974). Thus, contrary to the industry’s contention,
the courts have recognized that in determining intended use, FDA may consider a wide
range of evidence beyond the manufacturer’s promotional claims, including evidence of
the pharmacological effects of the product, e.g., United States v. Undetermined Quantities
... “Pets Smellfree,” 22 F.3d 235, 240 (10th Cir. 1994); the purposes for which
consumers actually use the product, e.g., ASH, 655 F.2d at 239-240; the medical use of
the product, e.g., United States v. An Article of Device . . . Toftness Radiation Detector,
731 F.2d 1253, 1257 (7th Cir. 1984); and how the product was formulated, e.g.,
American Health Products Co. v. Hayes, 574 F. Supp. 1498, 1508 (S.D.N.Y. 1983).

Fourth, the industry’s position is contrary to FDA’s administrative precedent. Ina
broad range of instances, FDA has asserted jurisdiction over products based on the likely
pharmacological effects and uses of the product—not express promotional claims.

Indeed, in many of these instances, the manufacturer’s promotional claims were designed

to disguise the actual intended use of the product.
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Fifth, the industry’s position is contrary to the public health objectives of the Act.
If promotional claims alone determined the intended use of a product, virtually any
manufacturer of drugs or devices could avoid the Act’s reach by simply refraining from
making pharmacological claims for the product. For instance, under the industry’s
interpretation, a company could market a potent tranquilizer or amphetamine for its
“pleasurable” effect and escape FDA regulation. To protect the public from the
unregulated distribution of products with pharmacologically active ingredients, the Agency
must be able to look beyond a manufacturer’s promotional claims when determining
whether to regulate such products.

For these reasons, the Agency rejects the tobacco industry’s legal theory that
intended use is determined exclusively on the basis of promotional claims. The Agency
also rejects the premise of the industry’s position—namely, that their promotional claims
demonstrate that cigarettes and smokeless tobacco are not intended to affect the structure
and function of the body. To the contrary, as internal tobacco company documents
indicate, promises of “satisfaction” in tobacco advertisements imply that cigarettes and
smokeless tobacco will provide consumers with desired pharmacological effects of
nicotine. These implied drug claims lend support to the Agency’s finding that cigarettes
and smokeless tobacco are intended to affect the structure and function of the body.

F. Response to Additional Comments

This section responds to additional comments regarding the evidence of the

intended use of cigarettes and smokeless tobacco and the Agency’s use of this evidence.
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G. Considered Cumulatively, the Evidence Overwhelmingly Demonstrates
that Cigarettes and Smokeless Tobacco Are Intended to Affect the
Structure and Function of the Body
As summarized above, the evidence in the record provides several independent
bases for the Agency’s finding that cigarettes and smokeless tobacco are “intended” to
affect the structure and function of the body. Independently, each of these distinct
categories of evidence is a strong and sufficient basis for the Agency’s conclusion that the
manufacturers of cigarettes and smokeless tobacco intend the pharmacological effects and
uses of their products. Considered together, they are mutually corroborating. Both
independently and taken as a whole, therefore, the evidence in the administrative record
overwhelmingly establishes that cigarettes and smokeless tobacco are “intended to affect

the structure or any function of the body” within the meaning of the Act.

III.  Cigarettes and Smokeless Tobacco Are Combination Products Consisting of
“Drug” and “Device” Components

The Agency’s findings in sections I and II establish that the nicotine in cigarettes
and smokeless tobacco is a “drug” under section 201(g)(1)(C) of the Act. These findings
show that the nicotine in cigarettes and smokeless tobacco “affect[s] the structure or any
function of the body” and that these effects are “intended.” These findings thus
demonstrate that the nicotine in cigarettes and smokeless tobacco meets the statutory
definition of a “drug.”

Cigarettes and smokeless tobacco are not simply packaged nicotine, however.
They also include delivery devices that deliver nicotine to the body. Section 201(h)(3), 21
U.S.C. 321(h)3). In the case of cigarettes, the device components work together upon

combustion outside the body to form a nicotine-containing aerosol, which then delivers
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nicotine to the body when inhaled by the smoker. In the case of smokeless tobacco, the
device components function by presenting nicotine to the consumer in a form that is
palatable and absorbable by the buccal mucosa. Unlike the drug nicotine, these device
components achieve their primary intended purpose without chemical action in or on the
body and without being metabolized.

The presence of both drug and device components in cigarettes and smokeless
tobacco make these products “combination products™ under section 503(g) the Act, 21
U.S.C. 353(g)1).

IV.  FDA'’s Assertion of Jurisdiction Over Cigarettes and Smokeless Tobacco at This
Time Is Justified '

FDA has always exercised jurisdiction over tobacco products when there is
sufficient evidence in the record to establish that these products are “intended” to treat or
prevent disease or to affect the structure or function of the body. Over thirty years ago,
for instance, the Agency asserted jurisdiction over a brand of cigarettes when the evidence
established that the brand was intended to reduce body weight. United States v. 354 Bulk
Cartons . . . Trim Reducing-Aid Cigarettes, 178 F. Supp. 847 (D.N.J. 1959).

The Agency last considered whether to regulate cigarettes in the late 1970’s, when
the Agency rejected petitions by Action on Smoking and Health (ASH) urging the Agency
to regulate cigarettes as drugs or devices. The Agency agreed with ASH that “objective
evidence other than manufzicturers’ claims can be material to a determination of intended
use” and that “evidence of consumer use can be one element of objective evidence to be
weighed in determining if the intended purpose of a product subjects it to regulation under

the Act.” However, the Agency concluded that the evidence presented by ASH in the
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petition was insufficient to establish that cigarettes and smokeless tobacco were in fact
intended to affect the structure and function of the body. The court deferred to the
Agency’s determination not to regulate cigarettes as drugs but expressly left open the
possibility that FDA might, at a later date, revisit its decision and determine that it did
indeed have jurisdiction over cigarettes. ASH v. Harris, 655 F.2d 236 (D.C. Cir. 1980).

The evidence regarding the intended use of cigarettes and smokeless tobacco has
changed dramatically since ASH. First, a scientific consensus has emerged since 1980 that
nicotine is addictive and has other significant pharmacological effects and that cigarettes
and smokeless tobacco are used by consumers to obtain pharmacological effects. As
summarized above, no major public health organization had determined that nicotine was
an addictive drug before 1980. Between 1980 and 1994, however, every leading scientific
organization with expertise in addiction concluded that nicotine is addictive. This new 7
evidence thus shows that the pharmacological effects and uses of cigarettes and smokeless
tobacco have become foreseeable.

Second, scientific evidence accumulated since 1980 has shown that the vast
majority of people who use cigarettes and smokeless tobacco use these products to satisfy
addiction or to obtain other pharmacological effects. As summarized above, this new
evidence now shows that 77% to 92% of smokers are addicted to nicotine and provides a
basis for estimating that 75% of young regular smokeless tobacco users are addicted to
nicotine. This new evidence establishes that consumers use cigarettes and smokeless

tobacco predominantly for pharmacological purposes.
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Third, FDA, congressional, and other investigations have recently uncovered a
wealth of documents from a wide range of tobacco companies that show that the
manufacturers have long known of the pharmacological effects and uses of nicotine and
have designed their products to provide pharmacologically active doses of nicotine to
consumers. Virtually none of this information was available to FDA in 1980.

Information developed since 1980 also demonstrates that the Agency has a unique
public health opportunity to reduce substantially the more than 400,000 deaths from
tobacco use each year in the United States. This information shows that for most people
tobacco use and nicotine addiction begin in childhood and adolescence, and that an
increasing number of American children and adolescents are using cigarettes and
smokeless tobacco. The data now suggest that if children and adolescents can be
prevented from initiating tobacco use during their teenage years, they are unlikely to begin
tobacco use later in life, thereby preventing the onset of tobacco-related disease and
premature death.

Before the importance of youth-centered interventions was identified, most of the
regulatory approaches available under the Federal Food, Drug, and Cosmetic Act to
address tobacco-related disease and death, such as removal of the products from the
market, were not believed to be feasible solutions. It is now apparent, however, that
FDA'’s authority to restrict the sale, distribution, and use of cigarettes and smokeless
tobacco to people under the age of eighteen is an effective tool to reduce the adverse

health consequences of tobacco use. Thus, asserting jurisdiction over cigarettes and
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smokeless tobacco now presents an opportunity to use the Agency’s resources effectively
for substantial public health gains.

The court in ASH specifically recognized that FDA was permitted to modify its
position and that any new FDA position would be accorded deference by the courts. Id.
at 242 n.10. In light of the substantial new information, FDA has reviewed its earlier
determination not to assert jurisdiction over tobacco products. The new evidence
persuades the Agency to conclude that its previous position is no longer consistent with
the relevant facts and should be changed. The evidence before the Agency is now
sufficient to establish that cigarettes and smokeless tobacco are in fact intended to affect
the structure and function of the body.

V. Congress Has Not Precluded or Preempted FDA from Regulating Cigarettes and
Smokeless Tobacco

FDA disagrees with the comments of the tobacco industry that assert that
Congress has precluded or preempted FDA from regulating cigarettes and smokeless
tobacco. The plain language of the Act does not exclude cigarettes or smokeless tobacco
from FDA jurisdiction. Tobacco products are expressly excluded from the jurisdiction of
the Consumer Product Safety Commission under the Federal Hazardous Substances Act
and from the jurisdiction of the Environmental Protection Agency under the Toxic
Substances Control Act. The absence of any similar exclusion in the Federal Food, Drug,
and Cosmetic Act demons&ates that Congress has not chosen to exclude cigarettes and
smokeless tobacco from FDA jurisdiction.

The legislative history of the Act confirms that the Act should not be interpreted to

preclude FDA jurisdiction over tobacco products. Congress has long known that FDA

XXX1V
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will assert jurisdiction over cigarettes when the evidence establishes that the cigarettes are
intended to affect the structure or function of the body. For instance, FDA asserted
jurisdiction more than 30 years ago over cigarettes that were intended to reduce weight.
This demonstrates that Congress has not “ratified” or “acquiesced in” an interpretation of
the Act that would preclude FDA from regulating tobacco products intended to affect the
structure or function of the body.

Moreover, even if Congress had acquiesced in such an interpretation of the Act,
congressional acquiescence in a prior agency interpretation does not prevent an agency
from changing its interpretation. Motor Vehicle Mfrs. Ass’n v. State Farm Mut. Auto Ins.
Co., 463 U.S. 29, 45 (1983). In the case of cigarettes and smokeless tobacco, a change in
interpretation would be justified by the new evidence in the record—evidence never
previously before either the Agency or Congress.

The Agency also disagrees that other federal statutes preempt FDA jurisdiction
over cigarettes and smokeless tobacco. Both the Federal Cigarette Labeling and
Advertising Act and the Comprehensive Smokeless Tobacco Health Education Act have
provisions that expressly specify the limited extent to which these laws preempt FDA and
other federal agencies from regulating cigarettes or smokeless tobacco. In the Federal
Cigarette Labeling and Advertising Act, for instance, federal agencies are preempted only
from requiring “statement[s] relating to smoking and health . . . on any cigarette package.”
15 U.S.C. 1334(a). The narrow preemption provisions that Congress expressly included
in these statutes do not apply to FDA'’s assertion of jurisdiction over cigarettes and

smokeless tobacco.

XXXV
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No other federal statutes contain provisions preempting FDA regulation of
tobacco products. In the absence of an express preemption provision, one federal statute
preempts another federal statute only where there is an irreconcilable conflict between the
two laws. Connecticut Nat’l Bank v. Germain, 503 U.S. 249, 253 (1992). There is no
irreconcilable conflict between FDA jurisdiction and other federal statutes.

VI.  FDA Employed Procedures That Provided an Opportunity for Full Public
FParticipation and Exceeded All Legal Requirements

FDA went to great lengths to involve the public in the process by which the
Agency made its final jurisdictional determination. The Commissioner made public his
inteqtion to investigate the role of nicotine in tobacco products, testified twice before
Congress on the Agency’s findings, wrote to all the major cigarette and tobacco
companies requesting information on the role of nicotine in their products, and held a
public advi?sorykcommittee meeting on the abuse potential of nicotine. Although the
Agency is not required to undertake rulemaking to establish jurisdiction over new
products, the Agency published in the Federal Register its initial jurisdictional findings and
comprehensive legal analysis in a 325-page document, supported by over 600 footnotes,
and sought public comment on those findings. The Agency placed over 210,000 pages of
supporting documents in a public docket. FDA received over 700,000 comments on the
Jurisdictional Analysis and the accompanying proposed rule. The Agency has responded
to substantive comments in this Annex and in the preamble to the Final Rule.

FDA disagrees with the comments of the tobacco industry that the record
supporting the Jurisdictional Analysis or the procedures the Agency followed were

inadequate. The procedures the Agency employed in reaching its final determination

XXXVi
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exceeded the requirements of the Administrative Procedures Act (APA) and the Agency’s

own procedural requirements.

XXX Vil
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INTRODUCTION

On August 11, 1995, the Food and Drug Administration (hereinafter FDA or the
Agency) announced the results of its extensive investigation and comprehensive legal
analysis regarding the Agency’s jurisdiction over cigarettes and smokeless tobacco in a
document entitled, “Nicotine in Cigarettes and Smokeless Tobacco Products Is a Drug
and These Products Are Nicotine Delivery Devices Under the Federal Food, Drug, and
Cosmetic Act” (hereinafter referred to as the “Jurisdictional Analysis”). 60 FR 41453~
41787 (Aug. 11, 1995). The Agency reported that its investigation and analysis supported
a finding at that time that nicotine in cigarettes and smokeless tobacco is a drug and that
these products are drug delivery devices within the meaning of the Federal Food, Drug,
and Cosmetic Act (hereinafter the Act). Because of the unique importance of the
jurisdictional issue, the Agency invited comment on this finding.

The public comment period closed on January 2, 1996. 60 FR 53620 (Oct. 16,
1995). On March 20, 1996, the Agency published in the Federal Register notice of an
additional 30 day comment period, until April 19, 1996, limited to specific documents the
Agency added to the docket in support of the Agency’s analysis of jurisdiction. 61 FR
11419 (Mar. 20, 1996). The Agency received over 700,000 comments on its
Jurisdictional Analysis and its Proposed Rule restricting the sale and distribution of
cigarettes and smokeless tobacco to protect children and adolescents. The Agency has
carefully considered these comments.

This final jurisdictional determination responds to the public comments and reports
the Agency’s conclusion that the nicotine in cigarettes and smokeless tobacco is a drug

and that cigarettes and smokeless tobacco are drug delivery devices whose purpose is to

1



44658 Federal Register / Vol. 61, No. 168 / Wednesday, August 28, 1996 / Rules and Regulations

deliver nicotine to the body in a manner in which it can be readily absorbed. These
products, therefore, are subject to FDA regulation under the Act.

The legal question of whether cigarettes and smokeless tobacco are drugs and
devices subject to FDA regulation is one that “FDA has jurisdiction to decide with
administrative finality.” Weinberger v. Bentex Pharmaceuticals, Inc., 412 U.S. 645, 653
(1973). The Act defines a “drug” as (1) an article “intended for use in the diagnosis, cur;:,
mitigation, treatment, or prevention of disease in man or other animals,” or (2) an article
(other than food) “intended to affect the structure or any function of the body of man or
other animals.” Section 201(g)(1)(B) and (C), 21 U.S.C. 321(g)}(1)(B) and (C) (emphasis
added). The Act’s device definition parallels the drug definition and provides that an
instrument, apparatus, or other similar article is a “device” if it is (1) “intended for use in
the diagnosis, cure, mitigation, treatment, or prevention of disease in man or other
animals,” or (2) “intended to affect the structure or any function of the body of man or
other animals.” Section 201(h)(2) and (3), 21 U.S.C. 321(h)(2) and (3) (emphasis
added). These definitions are intended to be broad in scope and to encompass products
that are not within the ordinary medical definitions of drugs and devices. See United
States v. An Artfcle of Drug . . . Bacto-Unidisk, 394 U.S. 784, 793 (1969) (“‘we think it
plain that Congress intended to define ‘drug’ far more broadly than does the medical
profession”).

In applying these legal standards to cigarettes and smokeless tobacco, the Agency
has focused on the second prong of the definition of drug and device: whether cigarettes
and smokeless tobacco are “intended to affect the structure or any function of the body.”

Historically, the Agency has regulated tobacco products whenever the evidence before the

2
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Agency was sufficient to establish that the products were intended to affect the structure
or function of the body. FDA last considered whether cigarettes were drugs or devices in
the late 1970’s, determining that the limited evidence then before the Agency was
insufficient to demonstrate that these products were intended to affect the structure or
function of the body. See Action on Smoking and Health v. Harris, 655 F.2d 236 (D.C.
Cir. 1980). Since that time, substantial new evidence has become available to FDA. This
evidence includes the emergence of a scientific consensus that cigarettes and smokeless
tobacco cause addiction to nicotine and the disclosure of thousands of pages of internal
tobacco company documents detailing that the manufacturers intend to affect the structure
and function of the human body.

The determination whether a product is subject to FDA jurisdiction often requires
the Agency to make difficult factual judgments, including judgments regarding the
intended use of the product. The Agency must have enough evidence to show that these
factual judgments are rational and not “arbitrary, capricious, an abuse of discretion, or
otherwise not in accordance with law.” 5 U.S.C. 706(2)(A); see National Nutrirional
Foods Ass’n v. Weinberger, 512 F.2d 688, 700-701 (2d Cir. 1975), cert. denied, 423 U.S.
827 (1975). The Agency must provide some evidentiary support for its factual judgments,
and there must be a rational connection between these judgments and the conclusions
reached. Moror Vehicle Mfrs. Ass’n of the United States, Inc. v. State Farm Mut. Auto.
Ins. Co., 463 U.S. 29, 42-43 (1983). The Agency should also have considered all the
relevant data and the relevant aspects of the issue. Id.; Citizens to Preserve Overton Park,
Inc. v. Volpe, 401 U.S. 402, 416 (1971). An agency’s factual judgments made in the

context of an informal agency action ordinarily need only be supported by a record that

3
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shows a “rational basis” for the agency’s decision, Nawural Resources Defense Council,
Inc. v. EPA, 16 F.3d 1395, 1401 (4th Cir. 1993), or by a record consisting of “‘some
evidence” in support of the agency’s decision. Aman v. FAA, 856 F.2d 946, 950 n.3 (7th
Cir. 1988) (while an agency determination need only have “some evidentiary basis to avoid
being held ‘arbitrary and capricious,’ [t]he difference between ‘some’ and ‘substantial’
probably cannot be precisely stated except in the context of particular cases. . ..”).
Several courts, however, have held that an agency’s factual judgments must always be
supported by “substantial evidence,” even though that standard is intended to be applied
only to formal “on the record” agency actions, see 5 U.S.C. 706(2)E).!

In this case, the Agency’s evidentiary record exceeds these standards. That is,
FDA has concluded that the evidence now before the Agency supports a finding of
jurisdiction over these products. In assessing the new evidence, FDA has used a two-step

approach, evaluating first whether the nicotine in these products “affects the structure or

! See, e.g., Ass'n of Data Processing Service Organizations, Inc. v. Board of Governors, 745 F.2d 677,
683-684 (D.C. Cir. 1984) (Scalia, J) ("When the arbitrary or capricious standard is performing that
function of assuring factual suppor, there is no substantive difference between what it requires and what
would be required by the substantial evidence test, since it is impossible to conceive of a ‘nonarbitrary’
factual judgment supported only by evidence that is not substantial in the APA sense . . . ."”). Contra
Corrosion Proof Firtings v. EPA, 947 F.2d 1201, 1213-1214 and n.17 (5th Cir. 1991) (declining to find
that the substantial evidence standard and the arbitrary and capricious standard “are in fact one and the
same”); Am. Paper Inst. v. Am. Elec. Power Serv. Corp., 461 U.S. 402, 412 n.7 (1983) (in the absence of
a specific command in the statute to employ a particular standard of review, the Court of Appeals should
have applied the more lenient arbitrary and capricious standard in evaluating the factual basis supporting
an agency's informal rulemaking).

The difference in the case law, however, is of no consequence here because FDA's evidentiary record
exceeds the “substantial evidence” standard—the more stringent of the two standards. Substantial
evidence is “such relevant evidence as a reasonable mind might accept as adequate to support a
conclusion,” Consolo v. Federal Maritime Commission, 383 U.S. 607, 619-620 (1966) (quoting
Consolidated Edison Co. v. NLRB, 305 U.S. 197, 229 (1938)), even if two inconsistent conclusions might
be inferred from the same evidence. See Consolo, 383 U.S. at 620; NLRB v. Nevada Consolidated
Capper Corp., 316 U.S. 105, 106 (1942). Under the substantial evidence standard, an agency's factual
determinations are conclusive even if supported by “something less than the weight of the evidence . . . .”
Consolo, 383 U.S. at 620 (emphasis added).
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any function of the body” and second whether these effects are “intended.” FDA has
determined that the evidence overwhelmingly demonstrates that (1) nicotine in cigarettes
and smokeless tobacco has significant effects on the structure and function of the body
and (2) these effects are intended by the manufacturers of these products.

The Agency’s determination that nicotine in cigarettes and smokeless tobacco

“affect(s] the structure or any function of the body” is based on three central findings:

1. Nicotine in cigarettes and smokeless tobacco causes and
sustains addiction.
2. Nicotine in cigarettes and smokeless tobacco causes other

psychoactive (mood-altering) effects, including
tranquilization and stimulation.

3. Nicotine in cigarettes and smokeless tobacco controls
weight.

These findings demonstrate that nicotine in cigarettes and smokeless tot?acco has
the same pharmacological effects as other drugs that FDA has traditionally regulated,
including tranquilizers, stimulants, appetite suppressants, and products used in the
maintenance of addiction such as methadone. Thus, the effects of nicotine in cigarettes
and smokeless tobacco on the structure and function of the body are within FDA’s
jurisdiction.

FDA’s determination that the manufacturers of cigarettes and smokeless tobacco
“intend” the effects of nicotine on the structure and function of the body is based on five
central findings:

1. The addictive and other pharmacological effects of nicotine

are so widely known and accepted that it is foreseeable to a
reasonable manufacturer that cigarettes and smokeless

tobacco will cause addiction to nicotine and other
significant pharmacological effects and will be used by
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!\)

consumers for pharmacological purposes, including
sustaining their addiction to nicotine.

Consumers use cigarettes and smokeless tobacco
predominantly for pharmacological purposes, including
sustaining their addiction to nicotine, mood alteration, and
weight loss.

Manufacturers of cigarettes and smokeless tobacco know
that nicotine in their products causes pharmacological
effects in consumers, including addiction to nicotine and
mood alteration, and that consumers use their products
primarily to obtain the pharmacological effects of nicotine.

Manufacturers of cigarettes and smokeless tobacco design
their products to provide consumers with a
pharmacologically active dose of nicotine.

An inevitable consequence of the design of cigarettes and
smokeless tobacco to provide pharmacologically active
doses of nicotine is to keep consumers using cigarettes and
smokeless tobacco by sustaining their addiction to nicotine.

Each of these findings provides an independent basis for establishing that the

manufacturers of cigarettes and smokeless tobacco “intend” to affect the structure and

function of the body. Taken together, the cumulative weight of the evidence convincingly

supports the determination that the effects of nicotine on the structure and function of the

body are “intended”™ by the manufacturers.

FDA’s assertion of jurisdiction over cigarettes and smokeless tobacco is consistent

with the Agency’s assertion of jurisdiction over other similar products. FDA regulates a

diverse range of products under the Act. These products—foods, drugs, devices,

cosmetics, and radiation-emitting electronic products—all “‘affect the health and well-

being of the public.” United States v. Park, 421 U.S. 658, 672 (1975). The common

feature that distinguishes these products is their intimate and potentially harmful contact
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with the human body. See id. at 668. FDA-regulated products include those that are
intended to be ingested, inhaled, applied to the skin, implanted, or otherwise used in close
contact with the body. Cigarettes, which deliver a pharmacologically active dose of
nicotine to the body through inhalation, and smokeless tobacco, which delivers a
pharmacologically active dose of nicotine through buccal absorption, share this
distinguishing feature and thus a;c properly subject to FDA jurisdiction.

The determinations that (1) the nicotine in cigarettes and smokeless tobacco
“affects the structure or any function of the body” and (2) these effects are “intended” by
the manufacturers satisfy the legal requirements under the Act for FDA jurisdiction. FDA
has also determined that cigarettes and smokeless tobacco contain both a “drug” and a
“device” and are thus combination products within the meaning of the Act. Accordingly,
the Agency has concluded that the nicotine in cigarettes and smokeless tobacco is a drug
and that cigarettes and smokeless tobacco are drug delivery devices under the Federal

Food, Drug, and Cosmetic Act.
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L CIGARETTES AND SMOKELESS TOBACCO “AFFECT THE
STRUCTURE OR ANY FUNCTION OF THE BODY” WITHIN THE
MEANING OF THE ACT
In the Jurisdictional Analysis, FDA found, based on the evidence available to it at

the time, that nicotine in cigarettes and smokeless tobacco is “highly addictive, causes

other psychoactive effects, such as relaxation and stimulation, and affects weight
regulation.” See Jurisdictional Analysis, 60 FR 41464 (Aug. 11, 1995). The Agency
found that the nicotine in these products “has pharmacological effects on both the
structure and function of the central nervous system, particularly the brain,” and that

“fa]ddiction is a direct result of nicotine’s effects on the structure and function of the

body.” Id. at 41470. Based on these findings of pharmacological effects, the Agency

found that cigarettes and smokeless tobacco “affect the structure or any function of the
body.” Id. (emphasis added).

As described more fully below, the Agency received comments that agreed and
disagreed with the Agency’s position.” After considering the evidence in the

administrative record,” including the public comments, the Agency finds that cigarettes and

2 The Agency received a consolidated comment of the cigarette industry (Brown & Williamson Tobacco
Corp., Liggett Group Inc., Lorillard Tobacco Co., Philip Morris Inc., R.J. Reynolds Tobacco Co., Tobacco
Institute Inc.) (Jan. 2, 1996) (hereinafter Joint Comments of the Cigarette Manufacturers). See AR (Vol.
535 Ref. 96). The Agency also received a consolidated comment of the smokeless tobacco industry
(Smokeless Tobacco Council. Inc., Brown & Williamson Tobacco Corp., Conwood Co., L.P., National
Tobacco Co., L.P., the Pinkerton Tobacco Co., R.C. Owen Co., Swisher International, Inc., United States
Tobacco Co.) (Jan. 2, 1996) (hereinafter Joint Comaments of the Smokeless Tobacco Manufacturers). See
AR (Vol. 526 Ref. 95).

* In the footnotes of this document, cites to the administrative record (AR) specify both the number of the
reference and the volume of the AR in which tke reference is found. The reference may contain the full
document or a partial document. Where the reference contains a partial document, the full document may
be found elsewhere in the AR. In a small number of cases, a reference will occupy several volumes of the
AR, for example, the Joint Comments of the Cigarette Manufacturers. In these cases, the cite will specify
the volume of the AR in which the reference begins.
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LA.
smokeless tobacco do indeed “affect the structure or any function of the body” within the
meaning of sections 201(g)(1)(C) and 201(h)(3) of the Act, 21 U.S.C. 321(g)(1)(C),
321(h)(3).

To interpret the Federal Food, Drug, and Cosmetic Act in a manner that excludes
the effects of these products from the scope of the structure-function prong of the drug
and device definitions would be inconsistent with the plain meaning of the Act, its
legislative history, case law interpreting the structure-function prong, and the Agency’s
past applications of that provision. The Agency’s conclusions are summarized in section
I.A., followed by a detailed discussion of the comments and the Agency’s responses to
them in section LB.

A. THE PHARMACOLOGICAL EFFECTS OF THE NICOTINE IN

CIGARETTES AND SMOKELESS TOBACCO ON THE BODY
ARE SIGNIFICANT

Cigarettes and smokeless tobacco contain nicotine, an addictive and
pharmacologically active drug. See section IL.A., below. Nicotine is the active ingredient
in several products regulated as drugs by the Agency, including nicotine transdermal
patches, nicotine chewing gums, nicotine nasal spray, and Favor, a hollow paper tube with
nicotine impregnated in the mouthpiece. See Jurisdictional Analysis, 60 FR 41482, 41549-
41550. The effects of the nicotine in cigarettes and smokeless tobacco greatly exceed
those exerted by the nicotine-containing products already regulated by the Agency.*

Nicotine in cigarettes and smokeless tobacco produces significant pharmacological

effects on the human body. First, nicotine causes and sustains addiction. The processes

4 Nicotine-use cessation products are discussed in section II.A.5., below.
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that Iead to addiction to nicotine in cigarettes and smokeless tobacco are similar to those
that lead to addiction to products such as morphine and opium. See section I1.A.2.,
below. Like other addictive substances, nicotine in cigarettes and smokeless tobacco
achieves its addictive effects by exerting psychoactive, or mood-altering, effects on the
brain and by producing chemical reactions in the brain that motivate repeated, compulsive
use of the substance. See section IL.A.3., below. These pharmacological effects create
dependence in the user. Id.

In addition to creating and sustaining addiction, cigarettes and smokeless tobacco
produce other significant pharmacological effects. For example, under some
circumstances, nicotine in cigarettes and smokeless tobacco has a sedating or tranquilizing
effect on mood and brain activity. See section II.A.4., below. Under other circumstances,
nicotine in cigarettes and smokeless tobacco has a stimulant or arousal-increasing effect on
the body. Id.

Nicotine in cigarettes and smokeless tobacco also controls body weight. Id.
Clinical and animal studies indicate that nicotine administration causes weight loss and that
cessation of nicotine administration results in weight gain. Id.

These effects on the structure and function of the body are significant and
quintessentially drug-like. They produce immediate pharmacological changes in the
function of the brain (depressing or stimulating arousal); they change the physical
structure of the body (increased growth of nicotine receptors in the brain, weight loss);

and they cause drug dependence (addiction). Id.
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The tobacco industry comments argue that “remote” or “insignificant”
pharmacological effects are not subject to FDA jurisdiction. Although “remote physical
effect[s] upon the body” may not be covered by the structure-function provision, see E.R.
Squibb & Sons, Inc. v. Bowen, 870 F.2d 678, 682 (D.C. Cir. 1989), the pharmacological
effects of cigarettes and smokeless tobacco are not “remote” or insignificant. Indeed, they
are powerful and immediate pharmacological effects that are not qualitatively or
quantitatively different from the effects of other drugs subject to FDA jurisdiction.

In fact, the effects of cigarettes and smokeless tobacco—addiction, sedation,
stimulation, and weight loss—are precisely the types of effects the Agency traditionally
regulates. It is well established that the Agency has the authority to regulate, and has
regulated, products that sedate, tranquilize, or reduce anxiety (e.g., Valium and other
benzodiazepines); products that stimulate or restore mental alertness (e.g., caffeine-
containing pills such as NoDoz, see Stimulant Drug Products for Over-the-Counter
Human Use, Final Monograph, 53 FR 6100 (February 29, 1988); 21 CFR Part 340);°
products that cause weight loss (see Weight Control Products for Over-the-Counter
Human Use, Certain Active Ingredients, 56 FR 37792 (August 8, 1991); 21 CFR
310.545(a)(20); see also United States v. 354 Bulk Cartons . . . Trim Reducing-Aid
Cigarettes, 178 F. Supp. 847, 851 (D.N.J. 1959)); and products that are used for
maintenance treatment of addiction (e.g., methadone and other “narcotic drugs [used] in
the medical treatment of narcotic addiction,” 21 CFR 291.501). The approved uses of

these products include uses to “affect the structure or any function of the body” under

* A more detailed discussion of the Agency’s regulation of caffeine and caffeine-containing products is
contained in section LB., below.
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section 201(g)(1XC) of the Act. Thus, cigarettes and smokeless tobacco have the same
effects as products that are undeniably within FDA'’s jurisdiction.

Indeed, internal tobacco company documents reveal that tobacco industry
scientists understand that the nicotine in tobacco produces pharmacological effects no
different from those produced by approved drugs. These industry scientists viewed
prescription drugs as competing products.® Over three decades ago, the British American
Tobacco Company (BATCO), the parent of Brown & Williamson Tobacco Corporation,
commissioned a study to compare the effects of nicotine with those of tranquilizers,

“which might supersede tobacco habits in the near future.”’

The study concluded that
nicotine was “more beneficial or less noxious—than the new tranquilizers” because it
reduced stress and regulated weight.®

Philip Morris and R.J. Reynolds Tobacco Company (RJR) also have repeatedly
compared the effects of nicotine from tobacco to the effects of drugs regulated by FDA.
For example, Philip Morris researchers and officials have concluded that smokers use

cigarettes as “a narcotic, tranquilizer, or sedative™ and that “[nicotine] is a hysiologically
p

active, nitrogen containing substance. Similar organic chemicals include . . . quinine,

¢ These documents, and the conclusions the Agency has drawn from them, are described in detail in
sections II.C. and IL.D., below.

7 Haselbach CH, Libert O, Final Report on Project HIPPO II (Geneva: Battelle Memorial Institute,
International Division, Mar. 1963), at 1. See AR (Vol. 64 Ref. 321).

81d. at 2.

® Udow A, Why People Start to Smoke (Jun. 2, 1976), in 141 Cong. Rec. H7664 (daily ed. Jul. 25, 1995).
See AR (Vol. 14 Ref. 175a).
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cocaine, atropine and morphine. While each of these substances can be used to affect
human physiology, nicotine has a particularly broad range of influence. »10

Similarly, RJR scientists have reported that smokers who inhale lightly appear to
use tobacco to achieve “mental activation and performance enhancement” whereas those
who inhale more deeply show brain effects that “may reflect the anxiolytic properties of
benzodiazepines,”! prescription drugs used to alleviate anxiety. Another RIR researcher
has stated:

{IIn different situations and at different dose levels, nicotine appears to act as a

stimulant, depressant, tranquilizer, psychic energizer, appetite reducer, anti-

fatigue agent, or energizer. . . . Therefore, in addition to competing with products
of the tobacco industry, our products may, in a sense, compete with a variety of
other products with certain types of drug action."

Thus, the industry’s own documents acknowledge that the pharmacological effects
of their products are the same as the effects the Agency has considered to be structure-
function effects within the meaning of section 201(g)(1)X(C). Notwithstanding the views of
their own scientists, the tobacco industry comments publicly assert that cigarettes and
smokeless tobacco do not affect the structure or any function of the body within the
meaning of the Act because their effects are too “remote” or not therapeutic or beneficial.

The ramifications of the tobacco industry’s position are far-reaching. If the

Agency were to determine that the pharmacological effects of cigarettes and smokeless

1% Philip Morris Inc., Draft Report Regarding a Proposal for a “Safer” Cigarette, Code-named Table
(emphasis added). See AR (Vol 531 Ref. 122).

!! pritchard WS, R.J. Reynolds Tobacco Co., Electroencephalographic effects of cigarette smoking,
Psychopharmacology 1991;104:485, at 488. See AR (Vol. 3 Ref. 23-2).

12 Teague CE, R.J. Reynolds Tobacco Co., Research Planning Memorandum on the Nature of the Tobacco

Business and the Crucial Role of Nicotine Therein (Apr. 14, 1972), at 1-2 (emphasis added). See AR
(Vol. 531 Ref. 125).
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tobacco are not effects on the structure and function of the body, or are not significant
effects, the Agency’s authority to regulate other products with like pharmacological
effects—sedation, stimulation, weight loss, and satisfaction of addiction—would be called
into question. Under the industry’s characterization of the effects of their products, even
if the pharmacological effects of sedation, stimulation, weight loss, or satisfaction of
addiction were expressly promoted or otherwise intended, products producing the same
effects could not be regulated under section 201(g)(1)(C) or 201(h)(3) because, by the
industry’s definition, these products would not “affect the structure or any function of the
body.” This view, if accepted, could undermine the Agency’s ability to regulate drugs and
devices that are not used in the diagnosis or treatment of disease, but significantly affect
the structure or any function of the body. Further, such an interpretation would be
inconsistent with over 50 years of Agency practice since passage of the Act in 1938.

In sum, cigarettes and smokeless tobacco do affect the structure and function of
the body within the meaning of the Act. The pharmacological effects of nicotine-
containing tobacco products are significant and the same as the effects of other products
traditionally regulated by FDA. Because these effects are “intended” within the meaning
of the Act—the issue discussed in section II., below—cigarettes and smokeless tobacco
fall within the jurisdiction of the Agency under the Act.

B. RESPONSE TO COMMENTS

1. As noted in section LA., above, tobacco industry comments and others
argue that the effects of nicotine delivered from cigarettes and smokeless tobacco are too

remote or insignificant to be subject to the Act. These comments minimize nicotine’s
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effects and argue that nicotine-containing tobacco products “stimulate the senses™ and
“calm[] feelings of stress,” more like the effects of “hammocks [and] gardening tools” than
those of products within FDA'’s jurisdiction.’* The industry comments urge the Agency to
follow the holding of FTC v. Liggett & Myers Tobacco Co., 108 F. Supp. 573 (S.D.N.Y.
1952), aff’d, 203 F.2d 955 (1953), where the court concluded that the “soothing” effects
of cigarettes do not affect the structure and function of the body.

FDA disagrees with these comments. As described earlier in this section,
nicotine’s effects on the structure and function of the body are comparable both in quality
and quantity to those of tranquilizers, stimulants, weight control products, and products
for long-term maintenance of addiction. These effects have long been recognized as
effects on the structure or function of the body that are within FDA’s jurisdiction. In
addition, the Act’s legislative history and case law interpreting the Act provide ample
support for the conclusion that nicotine’s effects are significant and within the scope of the
Act. While “remote physical effect[s] on the body” may not be sufficient to invoke the
Act’s jurisdiction, see Squibb, 870 F.2d at 682, nicotine produces significant
pharmacological and physiological effects on the structure and function of the body, and
these effects clearly fall within sections 201(g)(1XC) and 201(h)3).

The courts have held that effects much less significant than those of nicotine are

effects on the structure or function of the body and are within FDA’s jurisdiction.

13 Joint Comments of the Smokeless Tobacco Manufacturers, Comment (Jan. 2, 1996), at 241. See AR
(Vol. 526 Ref. 95).

Joint Comments of the Cigarette Manufacturers, Comment (Jan. 2, 1996), vol. 11, at 65-66. See AR (Vol.
535 Ref. 96).
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Products whose effects have been found sufficient to fall within the scope of sections
201(g)(1)(c) and 201(h)(3) include those for temporary smoothing of wrinkles, United
States v. . . . “Line Away, Temporary Wrinkle Smoother,” 284 F. Supp. 107 (D. Del.
1968), aff’d, 415 F.2d 369 (3d Cir. 1969); United States v. . . . “Sudden Change,” 409
F.2d 734 (2d Cir. 1969); and products that deliver low levels of oxygen for recreational
use to enhance athletic performance, United States v. . . . “Sports Oxygen,” Civ. No. 89-
2085 (D.N.J. Oct. 27, 1992), reprinted in Federal Food, Drug, and Cosmetic Act: A
Judicial Record, 1991-92, 110-119. These effects are plainly less significant than the
potent psychoactive, addictive, and weight-regulating effects of nicotine.

Weight loss is one of the effects of cigarettes and smokeless tobacco. See section
ILA.4., below. Courts have held that this type of effect alone is sufficient to make
cigarettes a drug when the product is “intended to affect the structure and functions of the
human body by . . . achieving a reduction in the body’s weight.” United States v. 354
Bulk Cartons . . . “Trim Reducing-Aid Cigarettes,” 178 E. Supp. 847, 851 (D.N.J. 1959).

Similarly, the legislative history of section 201(g)(1)(C) also demonstrates that weight
loss alone is an effect on the structure and function of the body within the meaning of the
Act. Indeed, one of the principal reasons cited by Congress for broadening the definition
of “drug” to include products that affect the structure or function of the body was to bring
weight control products within FDA’s jurisdiction. See 78 Cong. Rec. 8960, 73d Cong.,
2d Sess. (May 16, 1934) (statement of Senator Copeland), reprinted in A Legislative
History of the Federal Food, Drug, and Cosmetic Act and Its Amendments (hereinafter

Legislative History), vol. 2, at 831.
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The Agency disagrees that the effects of nicotine in cigarettes and smokeless
tobacco are comparable to those produced by hammocks, gardening tools, or other similar
articles. First, such articles do not introduce chemical ingredients into the body. By
contrast, cigarettes and smokeless tobacco deliver a potent chemical ingredient, nicotine,
whose significant pharmacological effects on the human body are widely recognized in the
scientific community. Second, the powerful psychoactive effects produced by nicotine in
cigarettes and smokeless tobacco are comparable to those produced by tranquilizers,
stimulants, weight management agents, and drugs used for long-term maintenance of
addiéﬁon, all of which are indisputably within FDA'’s jurisdiction. Third, as described in
section LA., above, tobacco industry officials have acknowledged that nicotine’s effects
are comparable to those of prescription drug products.

FDA also disagrees that the 1952 decision, Liggett & Myers, 108 F. Supp. 573,
represents a controlling determination that cigarettes do not affect the structure or
function of the body within the Act’s meaning. Much less was known about the addictive,
psychoactive, and weight-regulating effects of nicotine when the court decided Liggert in
1952 than is known today. The kinds of effects that were alleged in Liggesr (lack of
irritation to the respiratory system and “soothing” effects) are far different from the
addicting and other psychoactive and weight-regulating effects now known to be caused
by nicotine in cigarettes. See sections ILA.1. and IV,, below. Moreover, Liggett was
decided before FDA regulated nicotine. The Agency now regulates nicotine-containing
products such as nicotine transdermal patches and nicotine nasal spray intended to treat

nicotine addiction. If nicotine were not a powerful pharmacological agent with addictive
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properties, nicotine cessation products would be unnecessary. Further, the Liggert
opinion does not suggest that the definition of “drug” would preclude treating cigarettes
as drugs if new evidence concerning cigarettes’ effects became known. See section IV,
below.

Accordingly, FDA concludes that nicotine’s significant pharmacological effects are
effects on the structure or function of the body within the Act’s meaning.

2. Tobacco industry comments contend that Congress intended to limit the
drugs and devices covered by sections 201(g)(1)(C) and 201(h)(3) (products “intended to
affect the structure or any function of the body”) to products with “therapeutic” or
“medical” uses. One industry comment further elaborates that the structure-function
provision was added to the Federal Food, Drug, and Cosmetic Act in 1938 only as a result
of concern that certain “therapeutic” products used for weight management purposes had
escaped regulation under the 1906 Pure Food and Drug Act because obesity and leanness
were not considered to be diseases. Consequently, this comment argues, the structure-
function provision encompasses only products intended for “therapeutic” or “medical” use
in “disease-treatment” conditions.'*

This industry comment also makes a related argument that effects on the structure
or function of the body must be “beneficial,” or “drug-like,” and not “destructive or
toxic.” According to this comment, “FDA views ‘addictiveness’ as an undesirable

characteristic, not as a beneficial effect, and therefore more as a form of toxicity.”* This

!4 Joint Comments of the Smokeless Tobacco Manufacturers, Comment (Jan. 2, 1996), at 145-146. See
AR (Vol. 526 Ref. 95).

15 1d. at 151.
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comment argues that the effects of cigarettes and smokeless tobaccé are therefore outside
the scope of the Act.

Conversely, one public interest group comment argues that construing sections
201(g)(1XC) and 201(h)(3) as requiring a “therapeutic” effect woulq make these sections
redundant of sections 201(g)(1)(B) and 201(h)(2), which define drugs and devices as
products “intended for use in the diagnosis, cure, mitigation, treatment, or prevention of
disease.” According to this comment, such an interpretation would violate basic rules of
statutory construction.

The Agency disagrees with the tobacco industry’s narrow reading of the structure-
function provision. Neither the language of the statute, its legislative history, nor the case
law supports the position that drugs and devices must have “therapeutic,” “medical,” or
“beneficial” effects or purposes in order to “affect the structure or any function of the
body.”

The plain language of the statute provides no support for the tobacco industry’s
position. The terms, “therapeutic,” “medical,” and “beneficial,” or words of similar
import, do not appear anywhere in section 201(g)(1)(C) or 201(h)(3). FDA agrees with
the comments that assert that construing the “structure or any function” language to
require a therapeutic or medical effect would make these provisions essentially identical in
scope and meaning to sections 201(g)(1)(B) and 201(h)(2). To do so would violate the
well-accepted principle that “a legislature is presumed to have used no superfluous

words.” Bailey v. United States, 116 S.Ct. 501, 507 (1995).
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The legislative history is also inconsistent with the tobacco industry’s position.

Congress added sections 201(g)(1)(C) and 201(h)(3) to broaden the coverage of the Act
to include a “comprehensive class of preparations which were intended to affect the
structure or function of the body.” “Line Away,” 284 F. Supp. at 110 (citations omitted).

The Act’s legislative history makes clear that Congress intended to expand the Act’s
jurisdiction, rather than merely “close a loop-hole” in subsection 201(gX1XB). See, e.g.,
H.R. Rep. No. 2139, 75th Cong., 3d Sess. 2 (1938), reprinted in 6 Legislative History
301 (“Drugs intended . . . for remedying underweight or overweight or for otherwise
affecting bodily structure or function are subject to regulation”) (emphasis added); see
also American Health Products Co. v. Hayes, 574 F. Supp. 1498, 1506 (S.D.N.Y. 1983)
(The structure-function provision was enacted to “reach those products . . . which evaded
regulation altogether because they were neither foods nor therapeutic agents”) (emphasis
added).

The inclusive nature of the structure-function provision was raised several times

during the hearings that led to enactment of the 1938 Act. See Hearings on S. 1944,
Senate Subcomm. of the Comm. on Commerce, 73d Cong., 2d Sess. 15 (1933), reprinted
in 1 Legislative History 107 (“The definition of the term ‘drug’ has been widened™);
Hearings on S. 2800, Senate Comm. on Commerce, 73d Cong., 2d Sess. 516 (1934),
reprinted in 2 Legislative History 519 (“This definition of ‘drugs’ is all-inclusive”);
Hearings on S. 5, Senate Comm. on Commerce, 74th Cong., 1st Sess. 352 (1935),
reprinted in 3 Legislative History 546 (“There is a universal recognition that the definition

of the term “‘drug’ in the third subdivision is inclusive”). Congress consistently rejected
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suggestions to limit the drug definition to products with medical or medicinal purposes.
See,e.g., Hearings on S. 2800, Senate Comm. on Commerce, 73d Cong., 2d Sess. 515-
516 (1934), reprinted in 2 Legislative History 518-519.

Judicial decisions and Agency practice also conflict with the narrow interpretation
urged by the manufacturers. As the Supreme Court has stated:

Viewing the structure, the legislative history, and the remedial

nature of the Act, . . . it [is] plain that Congress intended to define

“drug” far more broadly than does the medical profession. . . .

. . . the word “drug” is a term of art for the purposes of the Act,

encompassing far more than the strict medical definition of that

word. If Congress had intended to limit the statutory definition to

the medical one, it could have so stated explicitly.

United States v. An Article of Drug . . . Bacto-Unidisk, 394 U.S. 784, 793 (1969).

The structure-function provision has been applied since 1938 to a wide assortment
of products with a range of uses and effects, many of which cannot be considered
“therapeutic.” For example, products that have been found to be within this provision
include those with cosmetic, recreational, economic, or other nontherapeutic purposes.
These products include tanning booths; sunscreens; breast implants; injectable collagen;
birth control pills; products purporting to remove wrinkles temporarily, e.g., “Line
Away,” “Sudden Change”; products intended to eliminate pet odors, e.g., United States
v. Undetermined Quantities . . . “Pets Smellfree,” 22 F.3d 235, 240 (10th Cir. 1994);
products intended to grow hair, e.g., United States v. Kasz Enterprises, Inc., 855 F. Supp.
534, 540 (D.R.1.), modified on other grounds, 862 F. Supp. 717 (D.R.L. 1994); products
intended as aphrodisiacs, see 54 FR 28780 (July 7, 1989), 21 CFR 310.528; products

intended to enhance athletic performance by delivering a low, non-therapeutic level of
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oxygen, e.g., “Sports Oxygen”; and veterinary products intended to increase milk
production, e.g., United States v. Pro-Ag, Inc., 796 F. Supp. 1219 (D. Minn. 1991), aff’d,
968 F.2d 681 (8th Cir. 1992).

In the case of tanning booths, the Agency considers the product to be a “device”
intended to affect the structure or any function of the body despite the fact that the
American Academy of Dermatology considers tanning booths to be a potential health
hazard and discourages their use.'® FDA even regulates veterinary products intended to
induce death in animals by humane means—an intended use that is indisputably not
therapeutic. See United States v. Articles of Drug . . . “Beuthanasia-D Regular,” Civ.
No. 77-0-396 (D. Neb. August 1, 1979), reprinted in Federal Food, Drug, and Cosmetic
Act: A Judicial Record, 1978-80, 83-89.

The nature of a product’s effect on the structure or function of the body—
therapeutic or non-therapeutic, beneficial or adverse—thus does not determine FDA’s
jurisdiction. The relevant inquiry is simply whether a product has an effect on the
structure or any function of the body. Cigarettes and smokeless tobacco do have such
effects and, moreover, the effects are achieved through pharmacological means. The
tobacco industry comments admit that products with “drug-type characteristics” (i.e.,

pharmacological action) are within the Act’s jurisdiction.

'¢ Photobiology Task Force of the American Academy of Dermatology, Risks and benefits from high-
intensity ultraviolet A sources used for cosmetic purposes: special report, Journal of the American
Academy of Dermatology 1985;12:380-381. See AR (Vol 711 Ref. 17).
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The argument that a product’s effects must be therapeutic or medical is also
inconsistent with FDA’s assertion of jurisdiction over products with cosmetic,
recreational, and economic uses. Notably, the comments that contend that effects on the
structure or function of the body must be therapeutic or medical and also beneficial do not
claim that FDA incorrectly applied the structure-function provision to products with
cosmetic, recreational, or economic uses. Instead, these comments attempt to avoid the
inconsistency between their arguments and these precedents by expansively interpreting
“therapeutic” and “medical” to encompass products with cosmetic, recreational,
economic, and other apparently non-therapeutic purposes or effects. Moreover, these
comments do not provide any rationale to support the position that products regulating
weight are subject to the Act, but that nicotine-containing cigarettes and smokeless
tobacco, which also affect weight regulation, are not. Instead, the comments assert that
the weight control effects of cigarettes and smokeless tobac¢o are to0 minor to be subject
to the Act’s jurisdiction. This argument is refuted in section II.A.4., below.

The Agency rejects the legal premise that effects on the structure or function of the
body must be therapeutic or beneficial. However, even if the Agency were to accept the
manufacturers’ legal premise, this would not change the Agency’s decision with respect to
cigarettes and smokeless tobacco. As noted previously, cigarettes-and smokeless tobacco
produce pharmacological effects on the structure and function of the body that are
indistinguishable from the effects of a wide range of products regulated by FDA, including
sedation, stimulation, weight loss, and sustaining addiction. These pharmacological

effects are as “therapeutic” or “beneficial” as many effects currently regulated under the
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Act, and would be sufficient to satisfy a requirement that products regulated as drug
delivery devices have beneficial or therapeutic effects. Tobacco industry scientists have
themselves argued that tobacco products provide “needed psychologicai benefits
(increased mental alertness; anxiety reduction, coping with stress)”'” and that “nicotine is a
very remarkable beneficent drug.”'®

Indeed, if a new product with the powerful pharmacological effects of cigarettes
and smokeless tobacco—sedation, stimulation, weight loss, and sustaining addiction—
suddenly began to be distributed in the United States, there would be no question that the
product would be subject to regulation under the Act because it “affect[s] the structure or
any function of the body” within the Act’s meaning. For example, the Agency has
regulated gamma hydroxybutrate and gamma hydroxybutyric acid (collectively, GHB), a
product intended to affect the structure or function of the body by promoting weight loss
and muscle gain. The product is also used as a relaxant and sleep aid. GHB emerged as a
steroid alternative after anabolic steroids became controlled substances. Very little was
known about the product when GHB first entered the market because it was manufactured
in clandestine laboratories (e.g., basements and kitchens), obtained from other black
market sources, and usually distributed at health and sporting stores and clubs without

labeling. The use of GHB as a steroid alternative and body-building aid is not

“therapeutic”; nonetheless, the Agency successfully undertook regulatory actions against

17 Robinson JH, Pritchard WS, The role of nicotine in tobacco use, Psychopharmacology 1992;108:397-
407, at 398. See AR (Vol 66 Ref. 31-1).

'8 Ellis C, Science Advisor to the BATCO Board, The Smoking and Health Problem, presented at the
BATCO Research Conference, Southampton, England (1962), at 15. See AR (Vol 15 Ref. 190).
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GHB pursuant to the Act’s drug authorities. See United States v. Wood, Nos. 92-50512,
92-50514 (9th Cir. Oct. 21, 1993); 58 FR 33690, 53699 (Jun. 18, 1993); FDA Quarterly
Activities Report, First Quarter, FY 1991 (Oct.-Dec. 1990).

3. 7 One comment contends that the structure-function provision is limited to
products that “purport to change the physical structure of the body.”" The Agency
disagrees. Although the provision covers products that change a structure or function of
the body, it is not limited to such effects. Courts have rejected the view that section
201(g)1)(C) requires an actual “change [in] the physical structure or function of the [ ]
body.” “Pets Smellfree,” 22 F.3d at 237. Moreover, cigarettes and smokeless tobacco
do in fact change the physical structure of the body by, for example, affecting brain
chemistry and electrical activity in the brain, reducing weight, and increasing the growth of
nicotine receptors in the central nervous system.

4, One comment asserts that the structure-function provision “is not intended
to authorize the regulation of products solely because FDA believes their use is harmful
and undesirable.””® The Agency agrees. However, if a particular product meets the
statutory definition of drug or device, the fact that it is also associated with harms to
health is a reasonable consideration for the Agency in deciding to regulate the product.
The Act’s legislative history supports this view. As noted, concern about weight loss

products that escaped regulation in the 1906 Pure Food and Drug Act was an impetus for

19 Joint Comments of the Cigarette Manufacturers, Comment (Jan. 2, 1996), vol. II, at 83 (emphasis
added). See AR (Vol. 535 Ref. 96).

20 Joint Comments of the Smokeless Tobacco Manufacturers, Comment (Jan. 2, 1996), at 152. See AR
(Vol. 526 Ref. 95).
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broadening the definition of “drug” to include products that affect the structure or
function of the body. Congress was concerned not so much with the weight-reduction
effects of weight loss products but with the serious and undesirable harrus to health that
resulted from their use. See, e.g., Hearing on H.R. 6906, H.R. 8805, H.R. 8941, and S. 5
Before a Subcomm. of the House Comm. on Interstate and Foreign Commerce, T14th
Cong., 1st Sess. 55 (1935) (statement of FDA Chief Walter Campbell), reprinted in 4
Legislative History 370.

5. Some comments state that FDA’s determination that cigarettes and
smokeless tobacco are “drugs” and “devices” would obligate the Agency to regulate
caffeine and caffeine-containing products as drugs or drug delivery devices. These
comments assert that for this reason the Agency should not regulate tobacco products as
drugs or devices. The Agency disagrees that a comparison to caffeine provides a reason
not to regulate nicotine-containing cigarettes and smokeless tobacco.

Caffeine is the active ingredient in several products regulated as drugs by the
Agency. For instance, caffeine is the active ingredient in NoDoz, an over-the-counter
stimulant that is regulated for its effects on the structure and function of the body.
Caffeine is also an ingredient in internal analgesics and menstrual discomfort relief -
products.

Although these products are regulated as drugs, the effects of these caffeine-
containing products on the structure and function of the body are significantly less than
those of nicotine. See section II.A.3.c.i., below. For instance,. unlike nicotine, caffeine is

not recognized at this time as an addictive drug by health organizations such as the

26



Federal Register / Vol. 61, No. 168 / Wednesday, August 28, 1996 / Rules and Regulations 44683

LB.
American Psychiatric Association or the World Health Organization. Indeed, even an
internal Philip Morris report comparing smoking and caffeine found that nicotine has a
stronger stimulant effect than caffeine and that the stimulant effects of caffeine are “more
like those of . . . placebo” than of nicotine.”! The implication for nicotine-containing
cigarettes and smokeless tobacco is clear: if caffeine in products such as NoDoz “affect[s]
the structure or any function of the body within the meaning of the Act,” then a fortiori
nicotine-containing cigarettes and smokeless tobacco “affect the structure or any function
of the body” as well.

Caffeine naturally occurs in coffee, tea, and other foods, and is used as an
ingredient in soft drinks. The Act defines “food” as “articles used for food or drink for
man or other animals.” See section 201(f)(1) of the Act, 21 U.S.C. 321(f)(1). The
statutory definition “includes articles used by people in the ordinary way most people use
food—primarily for taste, aroma, or nutritive value.” Nutrilab v. Schweiker, 713 F.2d
335, 338 (7th Cir. 1983). When caffeine is used in soft drink products in accordance with
section 402 of the Act, 21 U.S.C. 342, and when it naturally occurs in other products that
are foods, such as coffee, the product is a “food” under section 201(f)(1) of the Act, 21
U.S.C. 321(f)(1), and is explicitly excepted from the definition of drug in section
201(g)(1X(C), 21 US.C. 321(8)(1)(@ (“articles, other than food, intended to affect the
structure or any function of the body”) (emphasis added). The Agency’s treatment of
caffeine in beverages consequently has no bearing on how cigarettes and smokeless

tobacco should be regulated.

2 Memorandum from Schori TR to Dunn WL, Smoking and Caffeine: A Comparison of Physiological
Arousal Effects (May 17, 1972), at 1-2. See AR (Vol. 15 Ref. 189-7).
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6. Several comments assert that if FDA regulates nicotine-containing
cigarettes and smokeless tobacco, it must also regulate the nicotine that occurs naturally in
food products such as tomatoes, potatoes, eggplant, and cauliflower. The Agency
disagrees. As noted above in response 5, section 201(g)(1)(C) specifically excludes from
its coverage products that are “foods” under the Act. Tomatoes, potatoes, eggplant, and
cauliflower are “foods” within the meaning of the Act because they are “articles used for
food. .. for man.” See section 201(f)(1), 21 U.S.C. 321(f)(1). While these vegetables
do contain trace amounts of nicotine, a person would have to consume 206 pounds of
tomatoes, 309 pounds of potatoes, 22 pounds of eggplant, or 355 pounds of cauliflower
to obtain the same amount of nicotine as in one cigarette.”* Thus, these products are
appropriately regulated as foods.

7. Some comments question whether applying the structure-function
provision to nicotine-containing cigarettes and smokeless tobacco might provide
precedent for applying the provision to a wide range of products that have effects on the
structure or function of the body—including guns and other weapons, products that
prevent injury, such as airbags, and chemical sprays used for self-defense or law
enforcement purposes.

The Agency has never construed the structure-function provision to include
products such as guns, airbags, and chemical sprays, and applying the structure-function

provision to nicotine-delivering tobacco products will not provide any precedent for doing

22 Chart Y, prepared in conjunction with the testimony of David Kessler before the Subcommittee on
Health and the Environment, Committee on Energy and Commerce, U.S. House of Representatives
(Mar. 25, 1994). See AR (Vol. 296 Ref. 4175).
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so. Moreover, there are fundamental distinctions between these products and nicotine-
delivering tobacco products. Cigarettes deliver a pharmacologically active dose of the
drug nicotine to the body through inhalation. Smokeless tobacco delivers a
pharmacologically active dose of the same drug through buccal absorption. Collectively,
tobacco products achieve their effects on the structure and function of the body through
nicotine’s pharmacological effects. These include sedation, stimulation, weight control,
and maintenance of addiction. Tobacco products are thus indistinguishable from products
that the Agency has traditionally regulated as drugs and devices. In contrast, guns,
airbags, and chemical sprays are markedly different and distinguishable from such

products.
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IL CIGARETTES AND SMOKELESS TOBACCO ARE “INTENDED” TO

AFFECT THE STRUCTURE AND FUNCTION OF THE BODY WITHIN

THE MEANING OF THE ACT

Cigarettes and smokeless tobacco clearly “affect the structure or any function of
the body.” The principal issue before the Food and Drug Administration (FDA) is thus
whether th;:se effects are “intended” within the meaning of the Federal Food, Drug, and
Cosmetic Act (the Act).

The Act’s drug and device definitions provide in pertinent part that an article is a
drug or device if it is “intended to affect the structure or any function of the body.”
Sections 201(g)(1)(C) and 201(h)(3), 21 U.S.C. 321(g)(1)X(C) and (h)(3) (emphasis
added). In determining whether an article is “intended” to affect the structure or function
of the body, “the FDA is not bound by the manufacturer’s subjective claims of intent,” but
rather can find actual intent “on the basis of objective evidence.” National Nutritional
Foods Ass'n (NNFA) v. Mathews, 557 F.2d 325, 334 (2d Cir. 1977). That is, the Agency
determines the intent of the manufacturers objectively by evaluating all of the relevant
evidence in the record from the perspective of a reasonable fact finder. See 21 CFR
201.128, 801.4. In determining intended use, the Agency may “examine a wide range of
evidence.” United States v. Two Plastic Drums . . . Black Currant QOil, 761 F. Supp. 70,
72 (C. D. 111 1991), aff"d, 984 F.2d 814 (7th Cir. 1993).

In the Jurisdictional Analysis, 60 FR 4145341787, the Agency determined, based
on the evidence then available to it, that cigarettes and smokeless tobacco are “intended”
to affect the structure and function of the body. This determination was based on three

grounds:

30



Federal Register / Vol. 61, No. 168 / Wednesday, August 28, 1996 / Rules and Regulations

44687

¢}

()

(3)

IL

The addictive, psychoactive, and other significant pharmacological effects
of cigarettes and smokeless tobacco are so widely known and foreseeable
that these effects may be deemed to have been intended by the
manufacturers, see Jurisdictional Analysis, 60 FR 41483-41490;

Such a large percentage of consumers use cigarettes and smokeless
tobacco to satisfy their addiction or to obtain other pharmacological effects
that the manufacturers may be deemed to intend that their products will be
used for such purposes, see Jurisdictional Analysis, 60 FR 41490-41491;
and

The statements, research, and actions of the tobacco manufacturers show
that the manufacturers actually intend their products to affect the structure
or any function of the body, see Jurisdictional Analysis, 60 FR 41491
41520.

FDA received comments on its findings from the tobacco industry, public health

organizations, and other interest groups and members of the public.

In this section, the Agency considers, in light of the public comments, the objective

evidence in the administrative record relevant to whether cigarette and smokeless tobacco

manufacturers intend their products to affect the structure or any function of the body,

including new evidence that has become available since the issuance of the Jurisdictional

Analysis. The Agency also discusses the legal standard for establishing the intended use of

cigarettes and smokeless tobacco, and responds to the substantive comments received by

the Agency on the evidence and the legal standard. Specifically:

e Section ILA. discusses the evidence supporting FDA’s finding that it is foreseeable to

a reasonable tobacco manufacturer that the nicotine in cigarettes and smokeless

tobacco will cause pharmacological effects and will be used by consumers for those

effects and responds to comments on this issue;
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e Section II.B. discusses the evidence supporting FDA’s finding that consumers use
cigarettes and smokeless tobacco predominantly to obtain the pharmacological effects
of nicotine and responds to comments on this issue;

. Sectior} IL.C. discusses the evidence supporting FDA'’s finding that cigarette
manufacturers’ statements, research, and actions show that they intend their products
to be used for the pharmacological effects of nicotine and responds to comments on
this issue;

e Section ILD. discusses the evidence supporting FDA’s finding that smokeless tobacco
manufacturers’ statements, research, and actions show that they intend their products
to be used for the pharmacological effects of nicotine and responds to comments on
this issue;

e Sections IL.E. and F. respond to comments, not already addressed in the foregoing
sections, on the legal standard for evaluating intended use; and

e Section IL.G. discusses the cumulative evidence of intended use.

Except as modified below, FDA confirms its prior findings and incorporates them
by reference. FDA concludes that the evidence on the foreseeability of nicotine’s effects,
actual consumer use of tobacco for those effects, and evidence of intended use based on -
industry statements, research, and actions each provides an independent basis for the
determination that the manufacturers of cigarettes and smokeless tobacco intend their
products to affect the structure of function of the body.

Although the evidence thus provides several independent bases for establishing
that cigarettes and smokeless tobacco are intended to affect the structure and function of
the body, the Agency also looks at the objective evidence of intent as a whole. The
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Agency finds that, both independently and cumulatively, the evidence of foreseeable
pharmacological effects and uses, actual consumef use for pharmacological purposes, and
manufacturer intent as revealed through the statements, research, and actions of the
manufacturers convincingly supports the Agency’s determination that cigarettes and

smokeless tobacco are intended to affect the structure and function of the body.
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A. A REASONABLE MANUFACTURER WOULD FORESEE
THAT CIGARETTES AND SMOKELESS TOBACCO WILL
CAUSE ADDICTION AND OTHER PHARMACOLOGICAL
EFFECTS AND WILL BE USED BY CONSUMERS FOR
PHARMACOLOGICAL PURPOSES

FDA may conclude that a product is intended to affect the structure or function of
the body if a reasonable person in the position of the manufacturer would foresee that the
product will have pharmacological effects and that a substantial proportion of consumers
will use the product for those effects. In the Jurisdictional Analysis, the Agency made
extensive findings, based on the evidence then available, regarding the pharmacological

| effects of tobacco on the human body. See Jurisdictional Analysis, 60 FR 41534-41575.
FDA received comments on these findings from the tobacco industry, many medical and
public health organizations and medical practitioners, and from other members of the
public. The administrative record includes extensive, publicly disseminated evidence from
scientific studies and expert panels on the subject of tobacco’s pharmacological effects on
the human body.

After considering the administrative record and reviewing public comments, the
Agency finds that the evidence clearly demonstrates that a reasonable tobacco
manufacturer would foresee that cigarettes and smokeless tobacco will cause and sustain
addiction, produce other psychoactive effects, and control weight and be used by
consumers for these effects. This finding provides an independent basis for the Agency’s
conclusion that cigarettes and smokeless tobacco are intended to affect the structure and

function of the body.
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In section ILA.1., below, FDA describes the legal basis for considering evidence of
the foreseeable effects and uses of a product. FDA presents its major findings and
responds to significant comments in sections ILA.2. through ILA.6. In section ILA.7.,
FDA responds to the remaining relevant substantive comments.

1. “Intended Use”” May Be Established on the Basis of Foreseeable
Pharmacological Effects and Uses

The Agency’s legal authority to establish intended use based on the foreseeable
effects and the foreseeable uses of a product comes from the plain language of the Act, as
well as from FDA’s regulations, case law, administrative precedent, and the public health
purposes of the Act.

The plain language of the Act provides that a drug or device is an article “intended
to affect the structure or any function of the body.” Sections 201(g)(1)(c) and 201(h)(3)
of the Act, 21 U.S.C. 321(g)(1)(C), 321(h)(3) (emphasis added). It is a widely accepted
legal principle that persons can be held to “intend” the reasonably foreseeable
consequences of their actions. In 1938, when Congress defined drugs and devices as
articles “intended” to affect the structure or any function of the body of man, it was well
established that “[t]he law presumes that every man intends the legitimate consequences of
his own acts.” Agnew v. United States, 165 U.S. 36, 53 (1897); accord Fanning v.
United States, 72 F.2d 929, 932 (4th Cir. 1934) (“the law imputes an intent to accomplish
the natural results of one’s own act”) (citations omitted); Eastern Drug Co. v. Bieringer-
Hanauer Co., 8 F.2d 838, 839 (1st Cir. 1925) (“presumption that one intends the natural

and probable consequences of his acts”); see also 4 Wigmore on Evidence 3388-3390
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(1904-1905) (intent is “a volition having consequences which ought reasonably to have
been foreseen™), quoted in Rushmore v. Saxon, 158 F. 499, 506 (C.C.S.D.N.Y. 1908).

In accordance with this well-accepted legal principle, FDA may establish that a
manufacturer “intends” that its product affect the structure or function of the body when it
is foreseeable that the product will in fact affect the structure or function of the body in a
drug-like manner. The case for establishing intent through foreseeability is especially
strong when a reasonable manufacturer would foresee that a product will borh act like a
drug and be commonly used like a drug. Where it is foreseeable that a product will have
pharmacological effects on a significant proportion of consumers and will be used by these
consumers to obtain these pharmacological effects, the statute allows FDA to recognize
reality and find that the manufacturer “intends” its product to be used as a drug.

Consistent with this well-established understanding of “intent,” FDA’s regﬁlations
defining “intended use” contemplate that foreseeability can be a basis for establishing the
objective intent of the manufacturer. These regulations require product labeling to include
adequate directions for all “intended uses.” 21 CFR 201.5 (drugs); 21 CFR 801.5
(devices). The intended uses of a drug or device that must be included on the label are
defined to include those that are, or that reasonably can be, anticipated by the
manufacturer.

The definition of “intended uses” for drugs establishes an “objective
intent” standard. Specifically, the regulations provides:

The words “intended use” or words of similar import . . . refer to

the objective intent of the persons legally responsible for the

labeling of drugs. The intent is determined by such persons’

expressions or may be shown by the circumstances surrounding the
distribution of the article. This objective intent may, for example,
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be shown by labeling claims, advertising matter, or oral or written
statements by such persons or their representatives. It may be
shown by the circumstances that the article is, with the knowledge
of such persons or their representatives, offered and used for a
purpose for which it is neither labeled nor advertised. The intended
uses of an article may change after it has been introduced into
interstate commerce by its manufacturer. If, for example, a packer,
distributor, or seller intends an article for different uses than those
intended by the person from whom he received the drug, such
packer, distributor, or seller is required to supply adequate labeling
in accordance with the new intended uses. But if a manufacturer
knows, or has knowledge of facts that would give him notice, that a
drug introduced into interstate commerce by him is to be used for
conditions, purposes, or uses other than the ones for which he
offers it, he is required to provide adequate labeling for such a drug
which accords with such other uses to which the article is to be put.

21 CFR 201.128 (emphasis added). The definition of “intended uses” for devices is
essentially identical. 21 CFR 801.4. Thus, under these regulatory provisions, objective
intent can be established by evidence showing that the manufacturer “knows” or “has
knowledge of facts that would give him notice,” i.e., that a reasonable manufacturer would
foresee that consumers will use a product for drug or device uses.?

Other parts of the regulations also provide that foreseeable pharmacological uses

should be considered to be intended by the manufacturer. Section 201.128, for instance,

23 The Agency disagrees with the tobacco industry’s suggestion that this foreseeability test must be
interpreted to apply only to products that are already classified as “drugs” or “devices.” The Agency
regularly uses the regulatory definition of “intended uses” to determine whether products should be
classified as drugs or devices. See, e.g., United States v. Articles of Drug, 625 F.2d 665, 668 n.5 (5th Cir.
1980); United States v. Undetermined Quantities of An Article or Drug Labeled as “Exachol,” 716 F.
Supp. 787, 791 (S.D.N.Y. 1989); United States v. 22 . . . devices . .. “The Ster-o-lizer MD-200,” 714 F.
Supp. 1159, 1165 (D. Utah 1989); United States v. Kasz Enterprises, 855 E. Supp. 534, 539 (D.R.1. 1994),
modified on other grounds, 862 F. Supp. 717 (D.R.L 1994); United States v. Articles of Food and Drug
Consisting of . . . Apricots, 444 F. Supp. 266, 273 (E.D. Wis. 1977). Thus, the Agency relies on the test
of objective intent in the regulation (including the foresecability standard described above) to establish:

(1) in the case of products already classified as drugs or devices, the intended uses that must appear on the
product labeling; and (2) in the case of products not yet classified as drugs or devices, the intended uses
that determine whether the product should be classified as a drug or device. The Agency’s interpretation
of its own regulation is reasonable and entitled to “controlling weight.” Thomas Jefferson Univ. 114 S.
Ct. 2381, 2386 (1994).
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further provides that “objective intent . . . may be shown by the circumstance that the
article is, with the knowledge of such persons or their representatives, offered and used for
a purpose for which it is neither labeled nor advertised.”™ 21 CFR 201.128 (emphasis
added).

The case law and administrative precedent interpreting the Act recognize that the
foreseeable pharmacological effects and uses of a product are proper grounds for
establishing intent. These precedents recognize that the Agency may consider evidence of
the likely consumer use of a product in determining intended use. See, e.g., Two Plastic
Drums, 761 E. Supp. at 72; Kasz, 855 F. Supp. at 539. They also recognize that a
foreseeable drug effect is generally persuasive evidence that the product is intended to
affect the structure and function of the body. For example, the court in United States v.
Undetermined Quantities . . . “Pets Smellfree” found that the presence of
chlortetracycline, a drug ingredient, at doses sufficient to reduce the level of bacteria in
animal intestines was evidence that the product was intended to affect the structure and
function of the body. 22 F.3d 235, 240 (10th Cir. 1994). 2 Indeed, the court found this
evidence to be relevent even though the dose of chlortetracycline in the product was

“subtherapeutic”—that is, the dose was sufficient to reduce bacteria levels, but not to cure

* The tobacco industry contends that the requirement that the product must be “offered” as well as used
for an unlabeled or unadvertised use means that there must be a specific marketing representation
promoting the use. The Agency does not so interpret the regulation. The ordinary definition of the word
“offer” means simply “[t]o present for acceptance or rejection.” American Heritage Dictionary of the
English Language (3d ed. 1992) at 1255. Moreover, the tobacco industry’s interpretation conflicts with
the language in the regulation that provides that the use for which the product is offered is a use “for
which it is neither labeled nor advertised.” Consistent with the language of the regulation, the Agency
interprets the requirement that the product be “offered” to mean simply that the product be presented to
the consumer for purchase.

25 See section ILE., below, for an additional discussion of the relevant case law and administrative
precedent.
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or treat a disease. /d. Administratively, the Agency has asserted jurisdiction over
products such as khat, imitation cocaine, hormone-containing skin creams, and fluoride-
containing toothpastes based primarily, if not exclusively, on evidence that these products
have foreseeable drug effects and drug uses. See section ILE.1.e., below.

Cases interpreting other public health statutes establish a test for determining
intended use that is the same as the one used by FDA and that permits reliance on
foreseeable uses. In N. Jonas & Co. v. EPA, 666 F.2d 829 (3d Cir. 1981), for example,
the court held that a product was “intended for use” as a pesticide under the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA) based on its foreseeable consumer
use—even though the manufacturer did not promote the product as a pesticide (and even
disclaimed use as a pesticide on the label). The court stated:

The Act [and] the regulations . . . focus inquiry on the intended use,

implicit or expressed. We take this to mean the use which a

reasonable consumer would undertake . . . . In determining intent

objectively, the inquiry cannot be restricted to a product's label

and to the producer's representations. Industry claims and general

public knowledge can make a product pesticidal notwithstanding

the lack of express pesticidal claims by the producer itself.

Id. at 833 (emphasis added).

Similarly, in United States v. Focht, 882 F.2d 55, 60 (3d Cir. 1989), the court held
that under the Federal Hazardous Substances Act (FHSA), “[ilntended use. ..,
objectively defined, necessarily encompasses foreseeability.” In this case, the Consumer
Product Safety Commission sought to take action against fireworks components that
could be assembled to make banned fireworks. The court found that the testimony that

90% of consumers who order the components will use the components to make illegal

fireworks “makes it foreseeable that the components in question will be used to build
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banned fireworks. Such knowledge must be attributed to [the defendants].” Id.; accord

United States v. Articles of Banned Hazardous Substances . . . Baby Rattles, 614 F. Supp.
226 (E.D.N.Y. 1985).

The tobacco industry argues that the Agency may not rely on the interpretation of
“intended use” in other statutes to interpret “intended use” under the Federal Food, Drug,
and Cosmetic Act. The fact that FDA's interpretation of “intended use” under the Federal
Food, Drug, and Cosmetic Act parallels the interpretation under other public health
statutes, however, strongly supports the reasonableness of the Agency’s analysis. Indeed,
the court in Jonas relied in part on cases interpreting intended use under the Federal Food,
Drug, and Cosmetic Act in holding that intended uses encompass readily foreseeable
consumer uses, specifically citing National Nutritional Foods Ass’n (NNFA) v. Mathews,
557 F.2d 325, 334 (2d Cir. 1977), for the proposition that “FDA [is] not bound by
manufacturer’s subjective claims of intent in assessing whether product is intended as a
drug,” and Bacto-Unidisk, 394 U.S. 784 (1969), for the proposition that “the definition of
drug [is] to be given liberal interpretation in light of remedial purpose of Federal Food,
Drug and Cosmetic Act.” 666 F.2d at 833.%

Moreover, contrary to the tobacco industry’s contention, the FHSA and FIFRA
cannot be distinguished from the Federal Food, Drug, and Cosmetic Act on the ground
that foreseeability principles are alien to the Federal Food, Drug, and Cosmetic Act.

Several other provisions of the Act contemplate foreseeability principles. See, e.g., 21

%¢ Similarly, courts interpreting the Federal Food, Drug, and Cosmetic Act rely on interpretations of
analogous consumer protection statutes. See, e.g., “Sudden Change,” 409 F.2d 734, 741 n.8 (2d Cir.
1969) (citing a case interpreting the Federal Trade Commission Act because “the remedial purpose of the
Federal Trade Commission Act is sufficiently analogous”).

40



Federal Register / Vol. 61, No. 168 / Wednesday, August 28, 1996 / Rules and Regulations 44697

ILA.L
U.S.C. 321(n) (an article may be misbranded if its labeling and advert