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Cigarette classification a burning issue
New evidence could lead to ‘drug’ classification for cigarettes

by Michael S. Burkhard and M. Allison Despard

Both Michae! S. Burkhardt and M. Allison
Despard are law clerks for federal Judge
Ronald L. Buckwalter of the Eastern District
of Pennsylvania. Mr. Burkhardt received his
J.D. from the University of Michigan School
of Law in 1993. Ms. Despard received her
J.D. from the Loyola University Chicago
School of Law in 1993. In addition, Ms.
Despard was Loyola Consumer Law
Reporter Editor in Chief during parts of 1992
and 1993.

Beginning in the early 1960s, the
United States Surgeon General began to
examine the health consequences of
smoking tobacco. In the first major re-
port on smoking and health, the Sur-
geon General linked smoking with lung
cancer. Since that report, thousands of
scientific studies exploring the health
consequences of smoking have fol-
lowed. Today there remains
absolutely no scientific de-
bate about the harmful ef-
fects of smoking tobacco.?
There is not one national or
international health organi-
zation which denies that
smoking is a serious health
hazard.?

Asearly as 1964, the Ad-
visory Committee to the
Surgeon General published areport con-
cluding that cigarette smoking is acause
of lung cancer in men and a suspected
cause in women.* In that same year, the
American Medical Association called
smoking a serious health hazard. By
1966, health warnings appeared onciga-
rette packages.’ In 1967, the Surgeon
General concluded that smoking is the
primary cause of lung cancer. In 1986,
the Surgeon General’s report concen-
trated on the harmful effects of involun-
tary smoking.” Cigarette smoking is re-
sponsible for more than 300,000 deaths
each year in the United States alone.?
Smoking related diseases include can-
cer of the mouth, lungs, liver, and pan-
creas, emphysema, chronic obstructive
pulmonary diseases, heart problems,
strokes, and many others.’

Throughout the past several decades,
Congress has enacted a number of stat-
utes specifically designed to protectcon-
sumers from harmful substances. The
well-known damaging effects of to-
bacco and cigarette smoke make ciga-
rettes a prime target for regulation by a
number of these existing statutes. De-
spite the obvious deleterious effects of

[Cligarette smoking remains
the largest single preventable
cause of death and disability

for the U.S. population.

—C. Everett Koop
U.S. Surgeon General

tobacco, however, cigarettes have re-
mained relatively unregulated. United
States Representative Henry Waxman
commented:
They [the tobacco industry] are
now unregulated. They are
treated very differently, in a very
special way, than any other
industry in this country.... They
have no review of their activities
by any level of government.'
Outside of taxation,'! cigarettes are
meaningfully regulated in only two
ways. First, cigarette manufaturers must
locate a warning statement conspicu-
ously on each package of cigarettes and
on printed advertisements.”> Second,
Congress bans all cigarette advertising
from broadcast media, which includes
television and radio.?
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There are three important statutes
that could and should regulate ciga-
rettes in order to protect consumers and
the public-at-large from the harmful
effects of cigarettes: the Hazardous Sub-
stances Act,'* the Toxic Substances
Control Act," and the Food, Drug, and
Cosmetic Act.'s

Both the Hazardous Substances Act
and the Toxic Substances Control Act
are potentially suited to regulate smoke
generated from cigarettes. The Hazard-
ous Substances Act defines a substance
as hazardous “if such substance...may
cause substantial personal injury or sub-
stantial illness during or as a proximate
result of any customary or reasonably
foreseeable handling or use....”"’

Cigarettes contain a number of dif-
ferent substances. Twenty one known
or suspected carcinogens, co—carcino-
gens, or tumor promoters have been
identified in cigarette smoke. The toxic
substances found in smoke, commonly
referred to as Environmental Tobacco
Smoke (ETS), include nicotine, carbon
monoxide, carbonyl sulfide, hydrogen
cyanide, and nitrogen oxides. Carcino-
gens found in ETS include benzene,
formaldehyde, hydrazine, tar, o—tolui-
dine, 2-naphthylamine, nickel, cad-
mium, and quinoline.’® Not only are
these chemicals harmful in themselves,
but also the Environmental Protection
Agency (EPA) has classified environ-
mental tobacco smoke as a Group A
carcinogen, acategory reserved forcom-
pounds with the strongest causal rela-
tionship to injury.'®

In addition to regulating toxins, the
Hazardous Substances Act also regu-
lates chemical irritants. Besides con-
taining toxins, cigarette smoke is also
an irritant. As early as 1972, the Sur-
geon General noted the discomfort
caused to those exposed to cigarette
smoke.?’ Tissue in the eyes is most
vulnerable to irritation, but smoke also
affects the mucous membrane of the
nose, throat, and lungs.?!

Any use of a product containing this
many damaging substances clearly will

result in personal injury or substantial
illness as defined in the Hazardous Sub-
stances Act. Cigarette use has already
been linked to numerous painful and
deadly diseases. Therefore, the plain
language of the definition of a “hazard-
ous substance” includes cigarette smoke.
It seems illogical, then, that cigarette
smoke is excluded from regulation.

A second statute, the Toxic Sub-
stances Control Act, also focuses on
healh and safety and should reasonably
apply to tobacco.?? The purpose of the
statute is to require manufacturers of
chemical substances to collect data on
the effect of their products on health and
the environment.? Further, the Act
grants authority to regulate substances
that pose an unreasonable risk of injury
to health or the environment to the Ad-
ministrator of the EPA.> The EPA has
authority to regulate a substance when
it fits within the definition of a “chemi-
cal substance,” defined by the Act as
“any organic or inorganic substance of
a particular molecular identity
including...substances...occurring in
nature” (emphasis added).?

In order for a substance to be tested,
the EPA must find in part that its use
“may present an unreasonable risk of
injury to health or the environment.” 1t
would not be difficult to reach this con-
clusion. The number of toxins and car-
cinogens found in tobacco and cigarette
smoke has been discussed earlier. Over-
whelming medical evidence shows links
between tobacco and cancer, heart dis-
ease, and respiratory ailments.’

The Toxic Substances Control Act
explicitly excluded cigarettes fromregu-
lation.” In 1990, the Equal Treatment
For Cigarettes Act was introduced in
Congress to repeal the tobacco exemp-
tion from the Toxic Substances Control
Act, but the bill failed.

The tobacco industry continues to
deny the serious health risks of smoking
tobacco. After releasing a once—secret
list of over 600 ingredients found in
cigarettes, the tobacco industry claimed
that every ingredient was reviewed by

an independent panel of expert toxi-
cologists and found safe for use in the
amount present in a cigarette.”® Further,
the tobacco industry still maintains that
the link between cigarette smoking and
lung cancer is in dispute in the biomedi-
cal community.*® These claims directly
contradict widely disseminated and re-
searched medical information.®' It is
this attitude, and the lobbying power
possessed by a multi—million dollar in-
dustry, that has helped cigarettes escape
much of the regulatory scheme estab-
lished by Congress to protect public
health.

The tobacco industry is an important
economic force. The $50 billion a year
industry employs 48,800 people in the
manufacturing process alone.? Tobacco
is grown in 23 states and in Puerto Rico.
It is the nation’s seventh largest cash
crop, responsible for $3 billion and
136,000 farms.??

Recently, the special protection
granted to tobacco has come under fire.
On May 18, 1993, U.S. Representative
Mike Synar (D-Okla.) introduced an
amendment to the Federal Food, Drug,
and Cosmetic Act.** The amendment,
the Fairness in Tobacco and Nicotine
Regulation Bill, proposes to develop
regulations concerning the manufacture,
sale, labeling, advertising, and promo-
tion of tobacco. The amendment bars
the Food and Drug Administration
(FDA) Commissioner from outlawing
the sale and distribution of tobacco
merely because it causes disease.

The amendment would establish a
Tobacco and Nicotine Products Advi-
sory Committee in the FDA that would
review (1) the scientific data of tobacco’s
effects onhuman health, (2) the tobacco
manufacturing process, (3) nicotine’s
role in the smoking habit, (4) the manu-
facturers’ marketing and promotional
methods, and (5) current laws regulat-
ing tobacco at the local, state, and fed-
eral level. The bill is currently pend-
ing.?

The amendment has floundered in
Congress for some time and it appears
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the FDA has decided to force the issue.
The current FDA Commissioner, Dr.
David Kessler, supported regulating
cigarettes under the Federal Food, Drug
and Cosmetic Act while testifying be-
fore Congress on March 25, 1994. Pre-
vious FDA Commissioners have refused
to regulate tobacco, claiming that ciga-
rettes did not fall within the statutory
definition of a drug or device.

The tobacco industry undoubtedly
will challenge any attempt by the FDA
toregulate cigarettes. The Federal Food,
Drug, and Cosmetic Act does not spe-
cifically exclude tobacco from its reach.

The plain-language definition
of “hazardous substance”
includes cigarette smoke. Why,
then, is cigarette smoke
exempt from regulation?

The purpose of the Act is to safeguard
health and protect consumers from mis-
leading claims and adulterated food,
drugs, and cosmetics,* and the statute
should be read broadly to effectuate this
purpose.’” The statute on its face is
designed to prevent the introduction or
sale into interstate commerce of any
food, drug, device, or cosmetic that is
adulterated or misbranded.® The battle
between the FDA and the tobacco in-
dustry will center around whether nico-
tine contained in cigarettes can be clas-
sified as a drug or device under the
statutory definition. A drugis defined in
relevant part as:
The term “drug” means...(C)
articles (other than food) intended
to affect the structure or any
function of the body of man or
other animals....”
A device is defined as:
an instrument, apparatus,
implement, machine, contrivance,
implant, in vitro reagent, or other
similar or related article, includ-
ing any component, part, or
accessory . . . (3) intended to

affect the structure or any
function of the body of man or
other animals.*

In 1952, the courts first considered
whether cigarettes were a drug under an
identical definition of that term found in
the Federal Trade Commission Act.*' In
FTCv. Liggett & Myers Tobacco Co.,**
the Federal Trade Commission at-
tempted to exercise jurisdiction over
cigarettes and enjoin dissemination of
allegedly false cigarette advertising. The
term “drug” had the same definition as
the one in the Food, Drug, and Cosmetic
Act and, therefore, the court examined
the legislative history of
the Act to determine
whether cigarettes could
be considered a drug.®
The court found that prod-
ucts included in the defi-
nition of the word drug,
such as “slenderizers,” had
decided effects upon the
structure of the body, and people con-
sumed the products to bring about those
effects.¥ The court decided that ciga-
rettes could not be described in that way
and, therefore, they were not drugs un-
der the FDA definition.*

In line with this reasoning, courts
have classified tobacco as adrug in only
two cases. In the first case, the manufac-
turer of Fairfax cigarettes distributed a
leaflet with its product lauding the ben-
efits of its cigarettes.* The leaflets sug-
gested that Fairfax cigarettes were “ef-
fective in preventing respiratory dis-
eases, common cold, influenza, pneu-
monia, acute sinusitis, acute tonsillitis,
scarlet fever, whooping cough, measles,
meningitis, tuberculosis, mumps...” and
were harmless to those suffering from
heart conditions, high blood pressure,
or circulatory diseases.” Because the
cigarettes were advertised as having an
effect on the functioning of the body,
the court concluded that these particular
cigarettes were drugs.

In the second case, the manufacturer
of “Trim Reducing-Aid Cigarettes”
made various claims about how its prod-

uct would help consumers lose weight.*®
When asked to produce medical evi-
dence of this claim, the manufacturer
did supply medical opinions of a few
doctors, but stated that some of its ads
contained “metaphors or figures of
speech, not to be taken literally.”*

The next court case considering
whether cigarettes are a drug was in
1980 in Action on Smoking and Health
v. Harris.>® The Action on Smoking and
Health Organization challenged the
FDA to assert jurisdiction over ciga-
rettes as a drug or device and asked the
FDA Commissioner torestrict their sale
to pharmacies. The Commissioner re-
fused to exercise jurisdiction over ciga-
rettes and the Action on Smoking and
Health Organization filed a claim chal-
lenging that decision.’® The case was
dismissed and on appeal the court found
that the Commissioner’s refusal to as-
sert jurisdiction over cigarettes was not
arbitrary, capricious, or contrary tolaw.
Similarly to Liggett & Myers, the Har-
ris court examined whether cigarettes
were a drug or device under the statu-
tory definition and concluded that ciga-
rettes were not intended to affect the
functioning of the body.*

Liggett & Myers and Harris may
have been properly decided at the time,
but today there is concrete scientific
evidence that cigarettes have a pro-
nounced effect on the structure and func-
tion of the body and that nicotine in
cigarettes is physically addictive. The
effects of cigarette smoking were com-
pletely unknown in 1952 and the facts
about nicotine addiction were not offi-
cially acknowledged until 1986. Conse-
quently, there is a strong argument that
cigarettes should now be considered a
drug or device by the FDA.

In Harris, the court stated, “the ‘in-
tended use’ of a product, within the
meaning of the Act, is determined from
its label, accompanying labeling, pro-
motional claims, advertising and any
other relevant source.” The tobacco
industry will certainly not come right
out and state that they intend their ciga-
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rettes to affect the structure or function
of the human body. Consumers must
therefore look to other sources of infor-
mation to discover whether the tobacco
industry actually intends their products
to affect the function of the human body.

Evidence of consumer intent can be
arelevant source of information where
the evidence is strong enough to justify
an inference as to the manufacturer’s or
seller’s intent.® In order to infer the
requisite statutory intent from the ac-
tions of consumers, those consumers
must use the product almostexclusively
with the appropriate intent: to affect the
structure or function of their bodies.>
Logically, if consumers use a particular
product almost exclusively for a certain
purpose then sellers of that product will
intend that their product satisfy con-
sumer expectations so that consumers
continue to buy their product. Thus, we
must examine why people continue to
buy and smoke cigarettes.

The origin of tobacco smoking is
unknown, but it seems fair to say that
the appeal for tobacco did not originate
with fancy advertisements or promo-
tional gifts. So what has sustained a
demand for tobacco that leads to mil-
lions of dollars in profits for tobacco
companies each year? RJR Nabisco
contends that smokers use cigarettes as
a psychological tool for “enjoyment,
performance enhancement and/or anxi-
ety reduction.”’ There is no doubt that
tobacco companies spend large sums of
money on advertisements and promo-
tions each year which help to sell their
products. However, with all the nega-
tive media coverage about smoking and
the volume of information about its
harmful effects, continued tobacco use
cannot be attributed simply to ad cam-
paigns, peer pressure, or stress relief.

People continue to smoke, even
though they know it could cause any
number of deadly diseases, because
smoking is addictive.® Nicotine has a
powerful effect on the central nervous
system, and the cigarette is a diaboli-
cally effective delivery system. When a

smoker inhales, nicotine first goes into
the lungs and blood stream. Withinseven
to 10 seconds, a significant portion of
the nicotine travels through the blood
stream directly to the brain.®

An average cigarette contains about
10 mg of nicotine, of which between
one and two milligrams reach the lungs.
The actual amount absorbed into the
bloodstream depends on several factors
such as the number of inhalations and
the depth and duration of inhalations.®
Inhaling nicotine allows it to reach the
brain twice as fast as intravenous drugs
and three times as fast as alcohol.®

Nicotine simultaneously relaxes and
stimulates the body. Once nicotine
reaches the brain it acts like adrenaline,
a hormone, and acetycoline, a neu-
rotransmitter. Both substances affect the
nervous system.52 After a few puffs, the
increased level of nicotine causes the
heart tobeat faster and blood pressure to
rise resulting in increased alertness and
possibly increased mental acuteness.5
Nicotine can also affect hormone re-
lease from the pitu-
itary gland and the
adrenal gland.* While
stimulating hormone
release and heart rate,
nicotine also triggers
the release of natural
opiates called beta—
endorphines, causing
muscles to relax.s’
Nicotine  further
causes the release of a
chemical substance called dopamine
which affects mood, emotions, and
muscular movements.® As scientist Dr.
Neil Grunberg explained: “We know
that nicotine increases dopamine, a fact
that may explain why smokers report
feeling good when they light up.”s’

There is overwhelming scientific
evidence that nicotine from tobacco is
addictive and that smokers quickly be-
come addicted to this drug.®® Former
United States Surgeon General, C.
Everett Koop, concluded in a 618-page
report, called “The Health Conse-

quences of Smoking: Nicotine Addic-
tion,” that nicotine found in cigarettes
and other forms of tobacco is addictive
in the same manner as illegal drugs such
as heroin and cocaine.

Other major health organizations also
have recognized nicotine as an addic-
tive substance including the World
Health Organization, the American
Medical Association, the American Psy-
chiatric Association,® and the Ameri-
can Psychological Association.”” While
these organizations define addictive
substances differently, common com-
ponents of the definitions include (1)
compulsive use despite knowledge of
the harmful qualities of a substance, (2)
apsychoactive or chemical effect on the
brain, and (3) reinforcing behavior that
develops continued use.”!

Nicotine meets these three common
elements of addictive substances.
Nicotine’s addictive power is evidenced
by the fact that 51 million Americans
still smoke despite the overwhelming
evidence linking smoking to numerous

With all the negative media
coverage of smoking, and the
volume of information about its
harmful effects, continued
tobacco use cannot be attributed
simply to ad campaigns, peer
pressure, or stress relief.

painful and deadly diseases like cancer
and emphysema.” As discussed above,
nicotine’s effect on the brain and ner-
vous system is medically unchallenged.
Because nicotine actually changes the
way our cells normally function, con-
tinued exposure to nicotine leads to a
physical dependence.” Forced to func-
tion with the presence of nicotine, cells
adapt as a matter of course, creating a
biological dependence. Most smokers
maintain a relatively constant level of
nicotine in their blood, usually supplied
by at least ten cigarettes daily.”
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Surveys indicate that 90 percent of
smokers would like to quit and that 85
percent of those who tried to quit re-
lapsed within three months.” These
figures convincingly demonstrate that
smokers continue because of the physi-
cal addiction to nicotine. Moreover,
smokers who attempt to quit experience
withdrawal symptoms typical of an ad-
dictive drug.”® Withdrawal from nico-
tine is not as dramatic as that from
alcohol, but it resembles withdrawal
from central nervous system stimulants
such as cocaine and amphetamines.”
The critical factor to creating nicotine
dependence is exposure.

Even if nicotine were not physically
addictive, it nonetheless affects the body:
the enjoyment caused by smoking re-
sults from increased alertness and re-
laxation caused by nicotine.” If ciga-
rettes created no pleasant physical sen-
sations, people would not buy them and
tobacco manufacturers would be out of
business. This is especially true in
today’s climate where smokers are in-
creasingly becoming outcasts in work-
places and public buildings and where
there is a wealth of information avail-
able that smoking kills smokers. Thus,
for the tobacco industry to claim that
they do not intend cigarettes to affect
the function of the human body—for
nicotine to create a pleasurable physical
sensation—is like saying they do not
care if their products sell.

Conclusion

Nicotine affects the body and is ad-
dictive. The addiction and long term
effects of nicotine result in many health
disabilities and death. Congress has
enacted statutes to protect consumer
health and safety. Without heavy politi-
cal pressure against regulation by the
Tobacco Institute, and without other
significant economic considerations,
there would be no logical reason for
these statutes to exempt tobacco. How-
ever, there is a tide in the affairs of
tobacco, and it is ebbing. Under the

plain language of the Federal Food,
Drug and Cosmetic Act, cigarettes
should be regulated. Further, the spe-
cific exemptions found in the Hazard-
ous Substances Act and the Toxic Sub-
stances Act should be repealed and these
Acts should regulate cigarette smoke
along with other harmful substances.

. |
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Recent studies examine the
effects of product liability suits

Two recent studies of product liability suits challenge
conventional views of the effectiveness of such litigation.
While one study found that product liability suits help consum-
ers and hinder corporations, the other found that such suits do
not place as drastic a financial burden on corporations as was
previously believed. Both studies contribute to Congress’ tort
reform dialogue.

The first study, published by the RAND Institute for Civil
Justice in “Product Liability and the Economics of Pharmaceu-
ticals and Medical Devices,” suggested that product liability
suits both help and hurt consumers. The study’s author, econo-
mist Steve Garber, concluded that product liability suits as they
exist today help consumers because they discourage the mar-
keting of some unsafe products. However, the same suits hurt
consumers by undermining corporate willingness to introduce
new products into the market and increase the prices of prod-
ucts because of greater litigation risks.

The RAND study also made specific recommendations,
like making punitive damage awards more predictable through
specific standards which would determine the eligibility and

size of awards; improving procedures for evaluating scientific
evidence to determine the cause of injuries; and barring liabil-
ity in suits alleging defective products or warnings for those
defendants who comply with Food and Drug Administration
regulations.

TheWall Street Journal’s study examined how product
liability suits affect large corporations. The study suggested
that corporations are contributing significantly to the glut of
federal lawsuits, and are the winners in an overwhelming
majority of all the cases in which they were involved.

Between 1970 and 1991, the period covered by the study,
Fortune—1000 companies were the plaintiffs in nearly 123,000
federal court cases of all types. This figure amounts to 27
percent of the total number of suits examined. Furthermore,
regardless of whether the Fortune—1000 corporations were
plaintiffs or defendants, they usually won the cases in which
they were involved. The companies won 79 percent of the
cases in which they were plaintiffs, compared to a 65 percent
win rate for plaintiffs who are small companies and individu-
als. More dramatically, the companies won 65 percent of the
cases in which they were defendants. This compares to a win
rate of only 31 percent for those defendants who are small
companies and individuals.
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