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FDA Regulation of Tobacco Products:
A Policy and Legal Analysis

Summary

On February 15, 2007, lawmakersreintroduced bi partisan, bicameral legislation
(H.R. 1108, S. 625) to give the Food and Drug Administration (FDA) broad new
authority to regul ate the manufacture, distribution, advertising, promotion, sale, and
use of cigarettes and smokeless tobacco products. The Family Smoking Prevention
and Tobacco Control Act was first introduced in the 108" Congress, the product of
monthsof negotiationsinwhich lawmakers sought to balance the competinginterests
of public health groups and Philip Morris, the nation’s leading cigarette company.
Both sides support the legislation, which would create a new Chapter IX in the
Federal Food, Drug, and Cosmetic Act (FFDCA) solely for the regulation of tobacco
products. Among its many provisions, the measure would authorize FDA to: restrict
tobacco advertising and promotions, especialy to children; develop standards that
reguire changesin tobacco product composition and design, such asthe reduction or
elimination of toxic chemicals; and require manufacturersto obtain agency approval
in order to make reduced-risk and reduced-exposure clams for their products.

In the mid-1990s, FDA claimed authority under the FFDCA to regulate
cigarettes and smokeless tobacco products as delivery devices for nicotine, an
addictive drug. The agency’s 1996 tobacco regulation was invalidated by the U.S.
Supreme Court in March 2000. The Court concluded that Congress had clearly
intended to preclude FDA from regul ating tobacco products. It found that because
the FFDCA prohibits the marketing of products that have not been found to be safe
and effective, the statute would have required FDA to ban such manifestly harmful
products as cigarettes and smokeless tobacco if the agency had jurisdiction over
them. Such aban, argued the Court, would plainly contradict congressional intent.

The Supreme Court’ s decision made it clear the Congress would have to enact
legidlation giving FDA statutory authority over tobacco products in order for the
agency to assert jurisdiction. Lawmakers first drafted such language in the 105"
Congress as part of legislation to implement the 1997 proposed national tobacco
settlement. Several FDA tobacco bills were introduced in the 107" Congress
following the Supreme Court’ s decision, though none saw any legislative action.

Under H.R. 1108/S. 625, FDA would be authorized to regul ate tobacco product
marketing and impose mandatory design changes on tobacco products if it
determined that such actions were appropriate for the protection of public health,
based on a consideration of the risks and benefitsto individual consumersand to the
population as awhole. But the legislation would also place certain restrictions on
that authority, permitting most existing products to remain on the market (at least in
the near term) and reserving for Congress the power to ban tobacco products.

For additional information on legal issues involving tobacco, see CRS Report
RL 33719, Tobacco: Selected Legal Issues, by Vanessa Burrows.
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FDA Regulation of Tobacco Products:
A Policy and Legal Analysis

Introduction

On February 15, 2007, RepresentativesHenry Waxman (D-CA) and Tom Davis
(R-VA) and Senators Ted Kennedy (D-MA) and John Cornyn (R-TX) introduced the
Family Smoking Prevention and Tobacco Control Act (H.R. 1108, S. 625). The
bipartisan, bicameral legisation would create anew Chapter 1X in the Federal Food,
Drug, and Cosmetic Act (FFDCA)" giving the FDA broad new authority to regulate
the manufacture, distribution, advertising, promotion, sale, and use of cigarettesand
smokel ess tobacco (i.e., snuff and chewing tobacco). Specifically, the legidation
would:

e require al tobacco product manufacturers to register annually with
the FDA and provide the agency with a detailed product list;

e mandate biennial inspection of al registered establishments,

e require premarket approval of new tobacco products unless they
were determined to be substantially equivalent to other tobacco
products already on the market;

e require manufacturers to obtain FDA approval in order to make
reduced-risk and reduced-exposure clams for their products,
including the use of descriptors such as*“light,” “mild,” and “low”;

e authorize FDA to regulate the advertising and promotion of tobacco
products in order to protect public health;

e give FDA the authority to modify the composition of tobacco
products in order to protect public health (though it would reserve
for Congress the authority to reduce nicotine yields to zero or ban
tobacco products);

e require FDA to develop new regulations for the testing, reporting,
and public disclosure of tobacco product ingredients and smoke
constituents;

e preserve the authority of states and localities to take additional
measures to restrict the distribution, advertising, promotion, sale,
access to, and use of tobacco products,

e instruct FDA to issue new recordkeeping requirements to help
counter theillicit trade of tobacco products; and

e assessuser feeson manufacturersto pay for the cost of FDA tobacco
regulation.

121 U.S.C. §§ 301 et seq.
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In addition, H.R. 1108/S. 625 would require FDA to reissue most of its 1996
tobacco regulation as a fina rule, including a ban on outdoor advertising within
1,000 feet of a school or public playground, which is similar to a provision in a
Massachusetts regulation that the U.S. Supreme Court previousy held
unconstitutional > The agency had claimed jurisdiction over tobacco products under
the FFDCA, based on its conclusion that cigarettes and smokel ess tobacco products
are delivery devices for nicotine, an addictive drug. However, on March 21, 2000,
the U.S. Supreme Court invalidated the FDA tobacco regulation. In a5-4 decision,
the Court ruledin FDAv. Brown & Williamson® that FDA does not havethe authority
under the FFDCA to regulate cigarettes and smokeless tobacco products as drug-
delivery devices. The Court based its ruling on the finding that Congress has
precluded the FDA from asserting jurisdiction over tobacco products. According to
the Court, such authority would be inconsi stent with the congressional intent clearly
expressed in the FFDCA'’s overall regulatory scheme and in other tobacco-related
legislation. For example, the Court concluded that if the FDA asserted jurisdiction
under the FFDCA,, it would have no choice but to prohibit the marketing of such
harmful products. A ban on tobacco products, argued the Court, would plainly
contradict congressional policy, which permits tobacco companies to market their
products with limited oversight by the Federal Trade Commission (FTC). In
addition, the Court noted that Congress had, in enacting other tobacco-specific
legidlation, repeatedly rejected proposals to grant the FDA authority over tobacco,
thereby demonstrating the intent to deny the agency such jurisdiction.

The Supreme Court’ sdecision ended afour-year legal challenge by the tobacco
industry to overturn the FDA regulation. The ruling made it clear that Congress
would haveto enact legidlation giving FDA explicit statutory authority over tobacco
productsin order for the agency to assert jurisdiction. Lawmakersfirst drafted such
language in the 105" Congress and included it in legidation that would have
implemented the1997 proposed national tobacco settlement. That legislation was
debated and rejected by the Senatein 1998. Following the Supreme Court’ s ruling,
several lawmakersintroduced FDA tobacco | egislationinthe 107" Congresswithout
subsequent legidlative action.*

The Family Smoking Prevention and Tobacco Control Act wasfirst introduced
by Representatives Davis and Waxman and Senators DeWine (R-OH) and Kennedy
in the 108™ Congress (H.R. 4433, S. 2461). Its introduction followed months of
negotiationsin whichlawmakers sought to bal ance the competing interests of public
health groups and thetobacco industry. Both sides support giving FDA the authority
to regulate cigarettes and smokeless tobacco products, but they disagree on the
central question of how much regulatory control the agency should be given.

Public health advocates want FDA to have broad authority to take whatever
actions the agency considers necessary to protect public health. They argue that

2 Lorillard Tobacco Co. v. Reilly, 533 U.S. 525 (2001). Seeinfra pages 20-23.
® FDA v. Brown & Williamson Tobacco Corp., 529 U.S. 120 (2000).

* H.R. 1044 (Waxman); H.R. 1097 (Ganske); H.R. 2180 (Davis); S. 190 (Frist); S. 247
(Harkin); and S. 2626 (Kennedy).
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giving FDA limited authority would invite tobacco companies to mount a legal
challenge to every proposed regulatory action and would shield tobacco companies
from liability. A weak FDA tobacco bill would, intheir view, be worse than no bill
a al. The tobacco companies, on the other hand, want to see certain restrictions
placed on FDA's authority. They oppose giving FDA the authority to alter the
composition of their products to the point that adult smokers reject them. The
companies want to reserve for Congress — not the FDA — the authority to remove
nicotine from tobacco products or take any other action that might lead to the
elimination of tobacco products.

The Family Smoking Prevention and Tobacco Control Act represents a
compromise between those two competing positions. Leading public health groups
and Philip Morris, the nation’ s largest cigarette manufacturer with 51% of the U.S.
market, strongly support thebill’s regulatory framework.> The other mgjor cigarette
companies however, have broken ranks with Philip Morris and are opposed to the
legidlation. While they continue in principle to support FDA regulation of their
products, they fear that the sweeping new regulatory authority outlined in the
legidation, including tight restrictions on marketing, will help further consolidate
Philip Morris's dominance over the U.S. market.

This report examines the legislative debate over giving FDA the authority to
regul ate tobacco productsand provides someanalysisof H.R. 1108/S. 625. It begins
with an overview of the FDA’s 1996 tobacco rule that includes a summary of the
agency’ sargumentsfor asserting jurisdiction over tobacco products. Thatisfollowed
by an analysis of the U.S. Supreme Court decision in FDA v. Brown & Williamson,
which overturned the FDA tobaccorule. Thereport then reviewsthe 1997 proposed
national tobacco settlement, which would have codified the FDA rule and given the
agency explicit authority to regul ate tobacco productsas medical devices. Itincludes
adiscussion of the FDA provisionsin the McCain tobacco bill (see Table 1), which
was introduced and debated in the 105" Congress in an attempt to implement the
proposed settlement. The fina section of the report summarizes the legidative
history and provisionsof H.R. 1108/S. 625 (see Table 2), and discusses some of the
key issues, including preemption and the regulation of reduced-risk products.

FDA’s 1996 Tobacco Regulation

On August 28, 1996, the FDA issued afinal rule aimed at reducing underage
smoking and use of smokelesstobacco products.® The FDA ruleincluded three sets
of provisions: restrictions on the sale and distribution of tobacco productsto minors;
limits on tobacco-product marketing and advertising; and new labeling requirements
for packaging and advertising (see box on next page). The agency said that the
purpose of the rule was to reduce the easy access to tobacco products by minors. It
also hoped to reduce the amount of positive advertising imagery used by

> Andrew Martin, Trying Again for a Bill to Limit Tobacco Ads, N.Y. Times, February 16,
2007, at C2.

® 61 Federal Register 44396-45318; 21 C.F.R. Parts 801, 803, 804, 807, 820, and 897.
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manufacturers to make their products appealing to minors. While the rule did not
directly address adult tobacco use, data from the National Survey on Drug Use and
Health (NSDUH) suggest that over time it would help reduce adult tobacco
consumption. NSDUH data indicate that most smokers take up the habit as
teenagers. Thus, reducing the number of new teenage smokers, who are needed to
replace adult smokers that quit or die, is expected to lower overall tobacco
consumption in the future.

Summary of FDA’s Tobacco Rule
Youth Access Restrictions

--Prohibited the sale of cigarettes or smokeless tobacco to persons under age 18.
--Required retailers to check photo ID to verify age of purchasers under age 27.
--Required that retail sales be conducted in a direct, face-to-face exchange.
--Prohibited the sale or distribution of individual cigarettes.

--Required the sale and distribution of cigarettesin packs of at least 20.
--Prohibited tobacco-product vending machines except in adult-only facilities.
--Prohibited self-service displays of tobacco products except in adult-only facilities.
--Prohibited free samples of cigarettes and smokeless tobacco.

L abeling Requirements

--Required cigarette and smokel ess tobacco packaging to include the statement: “Nicotine-
Delivery Device for Persons 18 and Older.”

--Required cigarette and smokeless tobacco advertising to include the statement: “Nicotine-
Delivery Device for Persons 18 and Older.”

Advertising and Promotion Restrictions

--Prohibited outdoor advertising (e.g., billboards, posters, placards) within 1,000 feet of a
school or playground.

--Limited advertising in publications with significant youth readership to a black-on-white,
text-only format.?

--Limited advertising in audio format to words with no music or sound effects.

--Limited advertising in video format to static, black-on-white text.

-Prohibited the use of a non-tobacco trade or brand name as a tobacco product brand name,
unless that tobacco product brand name existed on January 1, 1995.

--Prohibited the marketing, licensing, distribution, or sale of all non-tobacco items and
services identified with a cigarette or smokeless tobacco brand name (e.g., promotional tee
shirts and caps).

--Prohibited gifts, credits, and coupons linked to the purchase of tobacco products.
--Prohibited brand-name sponsorship of sporting and other cultural events.

a. TheFDA rule defined significant youth readership as having 2 million or more readers under age
18, or having readers under age 18 constitute more than 15% of the total readership.
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FDA’s Assertion of Jurisdiction over Tobacco Products

Under the FFDCA, drug and device manufacturers must demonstrate that their
products are both safe and effective in order to gain FDA marketing approval. The
safety and effectiveness standard poses a difficult challenge for regulating tobacco
products, which are manifestly unsafe when used asintended. Criticsof FDA’srule
argued that in asserting regul atory authority over tobacco products, the agency would
have no choice but to ban them because of their harmful and addictive effects. Inits
rulemaking, the FDA conceded that tobacco products are “unsafe’ as that term is
generally understood, but concluded that banning tobacco productswasnot arealistic
option because the health care system would be overwhelmed by more than 40
million nicotine addi cts seeking assistancefor withdrawal symptoms. Moreover, the
agency argued, banning cigarettes would create an enormous black market, which
might lead to the use of unregulated and potentially even more dangerous products.

The FDA asserted jurisdiction over cigarettes and smokeless tobacco by
concluding that nicotineisadrug and that cigarettesand smokel esstobacco aredrug-
delivery devices under the FFDCA'’s definitions. The statute defines a drug, in
relevant part, as“ ... articles (other than food) intended to affect the structure or any
function of the body.”” Inits rulemaking, the FDA drew on the extensive scientific
literature documenting nicotine's pharmacologic effects on the body, including
satisfaction of addiction, stimulation, and sedation. The agency aso concluded that
cigarettes and smokel ess tobacco are devicesthat deliver nicotineinto the body. As
with drugs, the FFDCA'’s definition of medical devices includes articles that are
intended by the manufacturer to affect the structure and function of the body.? Unlike
adrug, however, adevice is defined, in part, as an article “which does not achieve
its primary intended purpose through chemical action.”®

In the absence of direct claims by the manufacturers about the intended use of
tobacco products, the FDA relied on other lines of evidencein order to meet thiskey
definitional criterion for drugs and devices. For example, the agency considered
evidence of foreseeability (i.e., a reasonable manufacturer would foresee that
consumerswill usethe product to satisfy nicotine addiction) and actual consumer use
(i.e., consumers use the product because they are addicted). FDA officials combed
through thousands of pages of internal tobacco company documents before
concluding that the manufacturers intended their products to be addictive.

Having made the determination that tobacco products fall under the statutory
definitions of drugs and devices, the FDA further concluded that these products are
combination products since they have componentsthat are both adrug and adevice.
Under the FFDCA, the FDA is authorized to regulate products that “constitute a
combination of adrug, device, or biologic product.”*® The agency has interpreted
this provision as giving it the discretion to regulate combination products as drugs,

721 U.S.C. § 321(g)(1)(C); FFDCA Section 201(g)(1)(C). Emphasis added.
821 U.S.C. § 321(h)(3); FFDCA Section 201(h)(3).

921 U.S.C. § 321(h); FFDCA Section 201(h).

1021 U.S.C. § 353; FFDCA Section 503(g).
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as devices, or as biologic products.* In its final rule, the FDA chose to regulate
tobacco products under the device provisions of the FFDCA because they offer the
agency greater regulatory flexibility than do the drug provisions of the act.*

Thedeviceauthoritiesof theact present arange of regulatory control sthat apply
to al devices. The FDA stated initsrule that these mandatory controlswould apply
to cigarettes and smokeless tobacco products. They include, among others,
adulteration and misbranding provisions, labeling requirements, establishment
registration, device listing and premarket notification, recordkeeping and reporting
reguirements, and good manufacturing practices. The act also requires the agency
to classify each device based upon the degree of risk it poses to the user aswell as
other regulatory concerns and unique qualities of the device. The FDA indicated in
thefinal rulethat it would classify cigarettes and smokel ess tobacco as either Class
[, 1, or 1l devices at some point in the future. The agency further stated that when
classification wasdetermined, it wouldimposeany additional requirementsthat were
appropriate.®

In addition to mandatory controls, the FFDCA contains various discretionary
provisions that apply to devices under certain circumstances. The FDA predicated
itsauthority to regul ate tobacco products on one such provision regarding restricted
devices. The act’s restricted device provision states, in relevant part, that “[t]he
Secretary may by regulation require that a device be restricted to sale, distribution,
or use ... upon such other conditions as the Secretary may prescribe in such
regulation, if, because of its potentiality for harmful effect or the collateral measures
necessary for its use, the Secretary determines that there cannot otherwise be
reasonable assurance of its safety and effectiveness.”*

In the final tobacco rule, the FDA relied on the FFDCA'’s restricted device
provision when it concluded that, because of the harmful effects of cigarettes and
smokel ess tobacco and in the absence of a reasonable assurance of the safety and
effectiveness of such products, it needed to implement additional restrictions on
tobacco access and advertising in order to prevent new users from becoming

11 61 Federal Register 44396, 44400 (1996).
1214, at 44403.

3 Class| devices(e.qg., elastic bandages, manual surgical instruments) present minimal harm
to the user and are only subject to general controls, such as manufacturer registration, and
labeling. Class |l devices (e.g., cardiac pressure monitors, powered surgical instruments)
arethosefor which general controlsaloneareinsufficient to assure safety and effectiveness.
In addition to complying with general controls, Class |l devices are also subject to special
controls, such as additional |abeling requirements, mandatory performance standards, and
postmarket surveillance. Classll devices (e.g., replacement heart valves, breast implants)
present the greatest potential for risk of illnessor injury and are subject to the most stringent
regulatory control. They require premarket approval by FDA—a process that involves a
comprehensive agency review of their safety and effectiveness—unless they are
substantially equivalent to adevice already on the market.

1421 U.S.C. § 360j(e); FFDCA Section 520(e). Emphasis added.
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addicted.™ Asaresult, the FDA used its restricted device authority to limit youth
access to tobacco products. Agency officials also concluded that the authority under
the FFDCA’s restricted device provision was broad enough to permit the FDA to
restrict tobacco-product marketing and advertising. It reasoned that without
advertising restrictions, the access restrictions would be substantially diminished if
manufacturerswere*“freeto entice children and adol escentsto circumvent the access
restrictions.” ¢

Court Challenge of the FDA Tobacco Rule

The tobacco companies filed a lawsuit against the FDA and sought summary
judgment on the grounds that the FDA lacked the authority to regulate tobacco
products when such products are marketed and sold without explicit claims of
therapeutic benefit. Thelawsuit further charged that the FDA exceeded its statutory
authority because the FFDCA does not authorize the FDA to regulate tobacco
products as drugs or devices Finaly, the companies argued that the rule's
advertising restrictions, which limited adverti sementsto which children are exposed
to a black-on-white, text-only format, violated the First Amendment protection of
commercial speech.

U.S. District Court (Coyne Beahm, Inc. v. FDA)

On April 25, 1997, a North Carolinafederal district court ruled in favor of the
FDA, holding that the agency had acted appropriately under the FFDCA when it
classified nicotine as a drug and tobacco products as drug-delivery devices.™
However, while the court upheld the rule's access restrictions and labeling
requirements, it ruled that the FDA did not have the authority to restrict tobacco
advertising and promotion. The court permitted the two youth access provisionsthat
had taken effect prior to itsruling to remain in effect, but delayed implementation of
therule sother provisions, pending further action by the court.*® Both sidesappealed
the district court’ s ruling.

Federal Court of Appeals (Brown & Williamson Tobacco Corp. v. FDA)

On August 14, 1998, athree-judge panel of the U.S. Court of Appealsfor the
Fourth Circuit overturned the lower court’s decision and ruled that the FDA lacked
the statutory authority to regul atetobacco products.”® Thecourt held that thedecision

1> 61 Federal Register 44396, 44405.

16 61 Federal Register 44406-07.

1 Coyne Beahm, Inc. v. FDA, 966 F. Supp. 1374 (M.D.N.C. 1997).
8 d.

® The two youth access provisions were: (i) no sales to individuals under age 18; and (ii)
photo ID required as a condition of sale for all individuals under age 27.

2 Brown & Williamson Tobacco Corp. v. FDA, 153 F. 3d. 155 (4™ Cir. 1998).
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to regulate cigarettes as a restricted device rather than as a drug, in order to avoid
having to ban them, was “ ... obvious sophistry, [which] reinforces the conclusion
that regulation of tobacco products under the Act was not intended by Congress.”#
The court’ s decision was stayed pending further appeal .

On November 10, 1998, in a 6-3 decision, the full appellate court rejected the
Administration’ s request to reconsider the ruling.? The Justice Department filed a
Petition for aWrit of Certiorari with the U.S. Supreme Court on January 19, 1999,
requesting that the court review the Fourth Circuit ruling and find that the FDA has
full statutory authority both to regulate tobacco products and to issue all the
provisions of the 1996 tobacco rule. The Supreme Court accepted the case and
ultimately upheld the Fourth Circuit’ s decision.

U.S. Supreme Court (FDA v. Brown & Williamson Tobacco Corp.)

On March 21, 2000, the U.S. Supreme Court, in a 5-4 decision written by
Justice Sandra Day O’ Connor, affirmed the ruling of the appeals court that the FDA
does not have the authority to regulate tobacco products as drug-delivery devices.?
Although the majority opinion acknowledged the public health threat posed by
tobacco use, the Court concluded that “ Congresshasclearly precluded the FDA from
asserting jurisdiction to regulate tobacco products. Such authority is inconsistent
with the intent that Congress has expressed in the [FFDCA’s] overall regulatory
scheme and in the tobacco-specific legidation that it has enacted subsequent to the
[FFDCA]."*

Inreaching itsdecision, the Court examined the FDA tobacco ruleinlight of the
precedents that govern cases involving an agency’ s construction of a statute that it
administers. Aspart of such areview, the Court must determinewhether anagency’s
interpretation of its statute is entitled to deference and presents a reasonable or
permissible construction of thelaw. Chevron U.SA. v. NRDC istheleading caseon
judicial review of agency interpretations of statutes.®® This case involved EPA’s
rules regulating emissions under the Clean Air Act. In Chevron, the Court
enunciated a two-step test for judicia review of an agency’s interpretation of its
statute: (1) has Congress spoken directly to the precise question at issue? and; (2) if
Congress has not done so and the statute is silent or ambiguous with respect to the
specific issue, is the agency’s answer based on a permissible construction of the
statute?®

Under Chevron step one, if Congress has spoken directly to the question at
issue, then Chevron deference is not due and the Court “must give effect to the

21d. at 165.

22 Brown & Williamson Tobacco Corp. v. FDA, 161 F.3d 764 (4" Cir. 1998).
% EDA v. Brown & Williamson Tobacco Corp., 529 U.S. 120 (2000).

21d. at 126.

25 467 U.S. 837 (1984).

% 1d. at 842-843.
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unambiguously expressed intent of Congress.”# In this case, the Court examined
both the FFDCA and other tobacco-related statutes, ultimately concluding that
Congress had clearly intended to preclude the FDA from regulating tobacco. Asa
result, the Court did not need to reach step two of Chevron. Inreachingitsdecision,
the Court relied on anumber of factors. First, the Court found that, because tobacco
isadangerous product and because the FFDCA prohibits the marketing of products
that have not been found to be safe and effective, the statute would require the FDA
to ban tobacco products if the agency did indeed have jurisdiction over such
products. Such a ban, argued the Court, would plainly contradict the congressional
intent reflected in the enactment of several pieces of legidation that clearly
contempl ate the continued marketing of tobacco products.? Thus, the Court held that
Congress had clearly “intended to exclude tobacco products from the FDA’s
jurisdiction.”*

In addition, the Court found that the FDA had repeatedly denied that it had
jurisdiction over tobacco and that Congress had repeatedly rejected bills that would
have granted the agency such authority.®® Instead, Congress had demonstrated its
intent to create a distinct regulatory scheme for tobacco by enacting other tobacco-
related regulatory statutes, such as the Federal Cigarette Labeling and Advertising
Act and the Comprehensive Smokel ess Tobacco Health Education Act.®* The Court
cited thesetobacco-rel ated statutesasadditional evidencein support of itsconclusion
that Congress had intended to preclude the FDA from regul ating tobacco.*

Writing in dissent, Justice Stephen Breyer argued that cigarettes and other
tobacco products clearly fall within the plain meaning of the statutory definition of
drugs and devices because such products are intended to affect the structure and
function of the body. In addition, the dissent argued that the purpose of the FFDCA
—to protect the public health—also supported the conclusion that the FDA was

21d. at 843.

% EDA v. Brown & Williamson Tobacco Corp., 529 U.S. 120, 134-43 (2000). Examples of
such tobacco-related legislation include the Federal Cigarette Labelingand Advertising Act
(P.L.89-92, 15 U.S.C. 88 1331 et seq.); the Public Health Cigarette Smoking Act of 1969
(P.L.91-222, 15U.S.C. 88 1331 et seg.); the Comprehensive Smoking Education Act (P.L.
98-474, 15 U.S.C. 88 1331 et seq.); the Comprehensive Smokeless Tobacco Health
Education Act of 1986 (P.L. 99-252, 15 U.S.C. 88 4401 et seq.); and the Alcohol, Drug
Abuse, and Mental Health Administration Reorganization Act (P.L. 102-321 Section 202,
42 U.S.C. § 300x-26).

2 EDA v. Brown & Williamson Tobacco Corp., 529 U.S. 120, 143 (2000).

% According to the tobacco companies, beginning in 1906 and asrecently as 1993, Congress
rejected any | egidlation designed to give the FDA jurisdiction over tobacco. First Amended
Complaint for Declaratory and Injunctive Relief at 6-11, Coyne Beahm, Inc. v. FDA, 966 F.
Supp. 1374 (M.D.N.C. 1997) (No. 2:95CV00591).

% These statutes, both of which are administered by the FTC, require health warnings on
cigarette and smokeless tobacco packages and advertising, respectively.

% EDA v. Brown & Williamson Tobacco Corp., 529 U.S. 120, at 143-156.
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authorized to regulate tobacco products. For these reasons, the dissent would have
upheld the FDA'’ sjurisdiction over such products.®

The Supreme Court’ sdecision clarifiesthat the FDA cannot assert jurisdiction
over cigarettes and other tobacco products unless Congress enactslegislationto give
the agency unambiguous statutory authority over such products. Lawmakers first
drafted such language during the 105" Congressandincludeditinthe comprehensive
tobacco legidation that was introduced in an effort to implement the 1997 proposed
national tobacco settlement.

1997 Proposed National Tobacco Settlement

On June 20, 1997, a group of state attorneys general announced that they had
reached an agreement with the tobacco companies to settle the state tobacco
lawsuits.** Forty-one states and Puerto Rico had sued the tobacco industry seeking
to recover the costs, primarily Medicaid expenditures, of treating smoking-related
diseases. Under the proposed national settlement, the industry agreed to pay $368.5
billion over the first 25 years, and $15 billion a year thereafter, to reimburse states
for their tobacco-related medical costs and pay for tobacco-control programs to
reduce tobacco use among teenagers. In addition to settling the state lawsuits, the
proposed settlement would have terminated all pending class-action lawsuits and
nicotine addiction claims, and provided the companies with immunity from such
lawsuitsin the future.

Theproposed settlement incorporated all the provisionsof the FDA tobaccorule
and included additional restrictions on marketing and advertising, as well as new
warning labels. It aso proposed amending the FFDCA to classify tobacco products
as Class Il devices and give FDA the authority to reduce or eiminate harmful
compounds added to tobacco products or found in smoke. A summary of the key
provisions in the proposed national settlement is provided in the box on the next

page.

Public health officials criticized the restrictions the proposed settlement would
have placed on FDA’ s ability to regulate nicotine. For example, any proposal by the
agency to reduce nicotineyields or eliminate other harmful ingredientsin cigarettes
would haverequired formal rulemakingwithjudicia review, instead of theinformal,
notice-and-comment rulemaking that is typically used by federa agencies to
promulgate regulations. Formal rulemaking, which is seldom used today, involves
trial-type hearings before an administrative judge, at which parties present evidence
and conduct cross-examinations. It isarigorous and lengthy process that places a
considerable burden of proof on the agency.*® The FDA aso would have been

#1d. at 161-164.

* Thefull text of the June 1997 proposed national tobacco settlement is available online at
[ http://www.stic.neu.edu/settl ement/6-20-settle.htm].

% Most federal regulations are issued under the notice-and-comment procedure established
by the Administrative Procedure Act (5 U.S.C. 88 551 et seq.). The agency publishes a
(continued...)
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required to show that the proposed modification significantly reduced health risks
and did not create a black market for unmodified products. Finally, the FDA would
havetowait 12 years before proposing to eliminate nicotine from tobacco products.
Thetobacco companies defended those restrictions on FDA’ s authority by claiming
that they represented reasonable constraints on an agency that was seeking to
eliminate its products.

% (...continued)

notice of proposed rulemaking in the Federal Register, solicits public comment, and
incorporatesinthefinal rule aconcise statement about the rule’ sbasisand purpose. Courts
review such rules under the “arbitrary, capricious, and abuse of discretion” standard,
generally upholding an agency’ sactionif itisfound to berational, based on aconsideration
of the relevant factors, and within the scope of the authority designated to the agency by
Congress. Formal rulemaking, by contrast, isamore rigorous and time-consuming process
that tendsto place agreater burden of proof on the agency promulgating therule. Under the
proposed national settlement, the FDA would have had to show “substantial evidence” in
support of its cigarette performance standards, which is a more stringent standard than the
arbitrary, capricious, and abuse of discretion standard.
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Summary of Proposed National Tobacco Settlement (June 20, 1997)

FDA Regulation. Incorporated the following provisions of FDA’s 1996 tobacco rule (21 CFR
897): prohibited sale of tobacco products to persons under age 18; required photo ID to verify
age; limited advertising to which children are exposed to black-on-white, text- only format;
prohibited the sale or distribution of promotional non-tobacco items such as hats and tee shirts;
prohibited brand-name sponsorship of sporting and other events; required explicit warning labels.
Extended the FDA’s regulation by banning all vending machines and outdoor advertising, and
prohibiting the use of human and cartoonimagesin advertising and packaging. Established strict
regulatory requirements for reducing or eliminating nicotine from tobacco products, including
formal rule making with judicial review and demonstrating that the modified product reduces
health risks and does not create a black market for unmodified products.

Retailer Licensing. Set federal standards for licensing retailers who sell tobacco products.
Retailers caught selling to minors would be fined or risk license revocation.

Industry Documents. Established apublic depository of industry documentsand created athree-
judge arbitration panel to settle disputes over documents that are determined by the industry to
be privileged against disclosure.

Non-Tobacco I ngredients. Required companiesto disclose annually to FDA the amounts of all
non-tobacco ingredients added to each brand, and to demonstrate that each ingredient is not
harmful under the intended conditions of use.

Reduction of Youth Tobacco Use. Set targets for reducing the number of underage smokers:
30% reductioninfiveyears; 60% in 10 years. Fined industry up to $2 billion ayear if targetsare
not met.

State Youth Access Laws. Required states to enforce their minimum-age-of-sale laws for
tobacco products or risk losing settlement funds. The provisions expanded on those of the Synar
Amendment.?

Environmental Tobacco Smoke. Restricted smoking in public buildingsentered by 10 or more
individuals at least once a week to separately ventilated smoking rooms. Exempted restaurants
(except fast food), bars, private clubs, and prisons.

Industry Annual Payments. Required industry to pay $10 billion up front and annual payments
beginning at $8.5 billioninthefirst year, increasing to $15 billion in thefifth year, and remaining
at $15 billion a year thereafter. Payments would be adjusted for inflation and volume of sales,
and would be tax deductible. Total estimated payments over first 25 years = $368.5 billion.

Tobacco Control Programs and Research. Allocated funds to states to reimburse Medicaid
programs and provide health insurance to uninsured children. Provided funds for tobacco
cessation programs, counter advertising, biomedical research, FDA regulation, and federal, state,
and local tobacco control programs.

Civil Liability. Terminated al pending state Medicaid and class-action lawsuits and prohibits
such lawsuitsinthefuture. Preserved theright of individualsto bring personal injury claims, but
prohibited punitive damages in claims arising from past industry conduct. Limited the total
damages paid by the industry in any one year to 33% of the annual payment.

a. The Synar Amendment (42 U.S.C. 8 300x-26) requires statesto enforce their laws prohibiting the
sale of tobacco products to minors or risk losing 40% of their federal substance abuse block
grant funding. States conduct annual random, unannounced inspections of retail outlets to
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ensure compliance with the laws. The Synar Amendment is administered by the Substance
Abuseand Mental Health Services Administration, part of the Department of Healthand Human
Services.

McCain Tobacco Bill (105" Congress)

The proposed national settlement was presented to Congress as a blueprint for
acomprehensive tobacco-control policy. Because the proposal included changesto
the FFDCA and other federal statutes, it would have required congressional
legislative action in order to take effect. Attempts by the 105" Congress to pass
legislation to implement the settlement ended when the McCain bill (S. 1415) was
defeated on a pair of procedural votes on June 17, 1998, after an extended floor
debate. Following the demise of S. 1415, the major cigarette companies resumed
negotiations with the states and, in November 1998, signed a contractual agreement
— the Master Settlement Agreement, or MSA — to settle the state lawsuits.®* The
MSA did not address FDA'’ s authority over tobacco products (see box below).

% The full text of the MSA is available on the website of the National Association of
Attorneys General (NAAG), at [ http://www.naag.org/issues/issue-tobacco.php]. NAAGIs
responsible for implementing and enforcing the MSA.
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Tobacco Master Settlement Agreement (MSA)

On November 23, 1998, 46 states, the District of Columbia, and five U.S. territories
signed a comprehensive agreement with the four major cigarette companies (Philip Morris Inc.,
R.J. Reynolds Tobacco Company, Brown & Williamson Tobacco Corp., and Lorillard Tobacco
Company). The companies agreed to make annual payments to the states in perpetuity as
reimbursement for past tobacco-related medical expenses.? The MSA required the companies
to pay approximately $206 billion over the first 25 years. The four states that were not party to
the MSA had reached earlier, individual settlements with the industry that called for payments
totaling $40 billion over 25 years (MS, 7/3/1997; FL, 8/25/1997; TX, 1/16/1998; MN,
5/8/1998). Although it bore a superficial resemblance to the 1997 proposed national settlement,
the MSA was considerably narrower in scope and did not require congressional action for its
implementation. It settled only the state and local government lawsuits. Unlike the proposed
national settlement, the MSA did not provide the industry with any legal protection from class-
action lawsuits and claims brought by individuals, labor unions, and private health care insurers.
While the companies agreed to some restrictions on cigarette advertising and marketing (similar
to provisionsin the FDA tobacco rule), the MSA lacked the broader tobacco-control initiatives
that were included in the proposed national settlement and the McCain bill (e.g., retailer
licensing, ingredient disclosure, youth tobacco use targets and penalties, and indoor smoking
restrictions).

Of $61 million paid to the states by tobacco companies to date, states spent |less than 8%
on anti-smoking endeavors, according to a March 2007 article by the American Bar Association
Journal.” Government Accountability Office figures indicate that states have spent even less on
tobacco control, which it defines as efforts to include prevention, education, enforcement, and
cessation services.® States have allocated 30% of their MSA payments to health care, including
Medicaid, health insurance, and hospital's; 22.9% towards budget shortfalls; 7.1% to general
purposes; 6% towards infrastructure; 5.5% to education; 5.4% to debt service on securitized
funds; 3.;5% on tobacco control; have not alocated 11.9%; and allocated 7.8% to other
projects.

a  Subsequently, Congress enacted P.L. 106-31 in 2000, which alows the states to keep
reimbursements they receive from third parties, such as tobacco companies, rather than grant
thefederal government itsshare of any reimbursementsof Medicaid funds. FY 1999 Emergency
Supplemental Appropriations Act 8 3031. If athird party causesillness or injury to someone,
and a state provides medical care for that illness or injury, as, for example, out of Medicaid
funds, then the state may sue the third party for reimbursement of such funds. Because the
federal government pays for at least 50% of each state’'s medical costs, by law the federal
government is entitled to its share of any non-tobacco company reimbursements of Medicaid
fundsthat a state receivesfrom athird party that caused an illness or injury on which Medicaid
funds were expended. 42 U.S.C. § 1396b(d)(2)(B).

b. Mark Curriden, Up in Smoke, A.B.A. Journal, Mar. 2007, at 27.

c. LisaShames, Acting Director, Natural Resources and Environment, GAO, Testimony Before the
Committee on Health, Education, labor, and Pensions, U.S. Senate (Feb. 27, 2007), Tobacco
Settlement: States' Allocations of Payments from Tobacco Companies for Fiscal Years 2000
through 2005, at 14.

d. Shames, supra note c. Section 10908 of the Farm Security and Rural Investment Act of 2002
mandates that GAO report on “all programs and activities that States have carried out using
funds received under all phases of the Master Settlement Agreement of 1997.” P.L. 107-171.

Table1, beginning on page 32, provides asummary of the major provisions of
the McCain tobacco hill. Although the measure was intended to implement the
proposed national settlement, it wastougher on the industry in several key respects.
S. 1415 would have cost the companies $516 billion over the first 25 years, an
amount significantly higher than thefigure agreed to in the proposed settlement (i.e.,
$368.5 hillion). It included stiffer financial penalties if the decline in underage
tobacco use did not meet the reduction targets, and it al so provided the industry with
fewer legal protections than those negotiated in the June 1997 agreement.
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The McCain bill also added a new Chapter IX to the FFDCA solely for the
regul ation of tobacco products. That language, which wasprovided by Senator Frist,
drew extensively on the act’ s existing drug and device provisionsin Chapter V, but
with modifications.*” By establishing new lega authority within the FFDCA for
regulating tobacco products, the bill’s sponsors sought to address the unique
challenges tobacco products present and avoid the safety and effectiveness standard
that applies to the regulation of drugs and devices. Under the new language, FDA
would be required to demonstrate that any proposed tobacco regulation was
appropriate for the protection of public health. Such adetermination would involve
aconsideration of the risks and benefits to the population as a whole.

Thetobacco companiesopposed S. 1415 and launched a$40 million advertising
campaign that helped defeat it. They portrayed the legis ation as nothing more than
amassivetax increaseto pay for new government spending. During the Senate floor
debate, which stretched over four weeks(May 18-June 17, 1998), lawmakersfocused
on where the hill’ s revenues should go, how to compensate tobacco growers, and
whether to limit the fees of private attorneys who were retained by the states.
Amendments were added to the bill to eliminate the so-called marriage income tax
penalty, boost funding for anti-drug programs, and cap attorneys' fees. Therewasno
debate on the bill’s FDA provisions.

Public health officials supported many of the McCain bill’ s tobacco-control
provisions, but were critical of the measure’ sFDA provisions. They feared that the
agency’s attempts to implement the new law would be blocked at every turn by
lengthy legal challenges from the industry. Instead, they sided with the FDA’s
arguments for asserting jurisdiction under existing law (i.e., FFDCA’s Chapter V
device provisions). In its rulemaking the agency concluded that the device
provisions, which have been interpreted in case law, regulation, and agency practice
for over two decades, have established a comprehensive regulatory scheme that is
appropriate for regulating tobacco products.

Several other comprehensive tobacco bills were introduced in the 105"
Congress, though none of them saw any legislative activity.® Thebills, which were
supported by the public health community and opposed by the industry, would have
given FDA explicit authority to regulate tobacco products under the FFDCA'’s
Chapter V drug and device provisions. In each case, the legidation amended the
act’s definitions of drugs and devices to include nicotine and tobacco products,
respectively, and authorized the agency to regul ate tobacco products using astandard
of protecting the public health. By avoiding having to regulate tobacco products

% The Frist language incorporated, with modifications, the following FFDCA drug and
device provisions: adulterated drugs and devices (Section 501); misbranded drugs and
devices (Section 502); device manufacturer registration (Section 510); performance
standards (Section 514); premarket approval (Section 515); judicial review (Section 517);
notification and recall (Section 518); records and reports (Section 519); general provisions
respecting control of devicesintended for human use (Section 520); preemption of stateand
local requirements (Section 521); and postmarket surveillance (Section 522).

¥ S, 1492 (Kennedy); S. 1530 (Hatch); S. 1638 (Conrad); S. 1889 (Harkin); H.R. 3028
(DeLauro); H.R. 3474 (Fazio); H.R. 3868 (Hansen).
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based on safety and effectiveness, the agency would have been able to keep such
unhealthful productsonthemarket. For moredetails, see CRSReport 98-6, Tobacco
Legislation in the 105" Congress.

FDA Tobacco Legislation Since the 107" Congress

This section of the report includes abrief description of the tobacco legislation
introduced in the 107" Congress (2001-2002) in the wake of the Supreme Court
decision, followed by a summary and some analysis of H.R. 1108/S. 625. Because
some of the legislation introduced during these sessions was drafted, at least in part,
in response to Philip Morris' s new position on FDA tobacco regulation, the section
begins by comparing Philip Morris's position on FDA tobacco regulation with that
of the leading anti-tobacco organizations.

Competing Views on FDA Regulatory Authority

Philip Morris U.S.A. In March 2001, Philip Morris, the nation’s leading
cigarette company with about 51% of the U.S. market, issued a white paper in
support of legidation giving FDA authority to regulate cigarettes.® The company
explained that its support for such legislation did not signal areversal of its earlier
opposition to the FDA’ s attempt to regulate cigarettes as restricted medical devices.
Philip Morrisopposed the FDA ruleon the groundsthat it would have | eft the agency
with no choice but to ban the sale of cigarettes. The company argued that cigarettes
simply cannot be found to be safe and effective as required under the FFDCA'’s
existing drug and device provisions, aposition with which the Supreme Court agreed
in FDA v. Brown & Williamson.

In the white paper, Philip Morris announced its support for legislation giving
FDA new legal authority to regulate cigarettes, not as drugs or medical devices but
in a manner that reflects the “unique challenges that cigarettes present.” Such
regulation, said the company, “would provide greater consistency in tobacco policy,
more predictability for the tobacco industry, and an effective way to address issues
that are of concern.... These issues include youth smoking; ingredient and [ smoke]
constituent testing and disclosure; content of health warning on cigarette packages
andinadvertisements; use of brand descriptorssuchas*light” and“ultralight”; good
manufacturing practices for cigarettes; and standards for defining, and for the
responsible marketing of any reduced risk or reduced exposure cigarettes.”

Philip Morris set out in the white paper some fundamental principles for FDA
tobacco legidation:

e Tobacco regulation should reflect the unique health, social and
economic issues associated with such products. Cigarettes should
be regulated as cigarettes, not as a medical device.

% The Philip Morris white paper on FDA tobacco regulation is available online at
[http://www.pmusa.com/policies_practices/legislation_regulation/fda_tobacco.asp].
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¢ Regulation should not equal prohibition. Adults should be able to
maketheir own decision whether to smoke. The government should
continue to inform the public about the dangers of tobacco products
and discourage their consumption, but should not restrict an adult’s
ability to make a decision about smoking.

¢ Regulation should build on the framework of the MSA in working
to prevent youth smoking.

e FDA should requirethat ingredients added by the manufacturers do
not increase the inherent risks or addictiveness of smoking. The
agency should have the authority to impose mandatory design
changes to cigarettes to help reduce harm, provided the changes do
not significantly diminish adult smokers' enjoyment of the product.

e Regulation should define reduced exposure and reduced risk
products and establish guidelines for communications about such
products in a way that is consistent and accurate and does not
encourage smoking or discourage quitting.

e FDA should continueto addressthe broad issues of disclosure (e.g.,
the content of warning labels, information about ingredients and
smoke constituents) so that adults smokers remain informed about
health risks.

The overarching concern for Philip Morris is that any new legislation must
recognize cigarettes as legal products and respect the decision of adults to smoke.
The company has indicated that it opposes any proposals that would give FDA the
authority to ban cigarettes outright or to achieve a de facto prohibition by imposing
ever-lower tar and nicotineyieldsthat would render the product unpal atabl e to adult
smokers. Such product changes, argues the company, would drive smokerstowards
illicit, unregulated products, where there are no standards for ingredients or tar and
nicotinelevels. Interestingly, FDA used asimilar lineof reasoning in developing the
tobacco rule when it concluded that banning tobacco products under the FFDCA'’s
drug and device provisionswas not arealistic option. Theagency reasoned that aban
on cigarettes would encourage cigarette smuggling and the devel opment of a black
market supplying smokerswith unregul ated and potentially moredangerous products.

WhilePhilip Morrishasbeen actively lobbying for FDA tobacco legidlation, the
other major cigarette companies — R. J. Reynolds (which merged with Brown &
Williamson in July 2004) and Lorillard — have criticized the various legidative
proposals. Like Philip Morris, Lorillard supports additional regulation of tobacco
manufacturers and tobacco products, but emphasizes that the FDA may “ultimately
move to ban the conventional cigarette product” and that some legislation may
“allow the FDA to alter what occurs naturally in the [tobacco] leaf.”*® Lorillard
believes that federal legidlation “must advocate the research and oversee the
development of potentially reduced exposure products’ and “should codify the
marketing and advertising restrictions already agreed to” in the MSA.* R.J.
Reynolds would support additional “reasonable” regulation of tobacco products
provided that tobacco remainslegal and that any new regulation preservestherights

“0 | orillard Tobacco Company [http://www.lorillard.com/index.php?id=6].
“d.
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of adults to choose and purchase a wide range of “consumer-acceptable” cigarettes
brands.** But they al so stresstheimportance of maintaining alevel playingfield upon
which manufacturers can competefor the business of adult smokers. Thisfinal point
appears to lie at the heart of their opposition to the proposed legidation. R.J.
Reynolds and Lorillard, which together account for approximately 38% of the U.S.
cigarettemarket,* fear that sweeping new regul ation of their products, including tight
restrictionson marketing, will beto Philip Morris sadvantage, allowingthenation’s
number one cigarette manufacturer to lock in itsleading market share. They worry
that new restrictions on advertising would force consumers to rely on brand
recognition and product placement, which would give industry-leader Philip Morris
an advantage.*

Campaign for Tobacco-Free Kids. Working in partnership with the
nation's leading anti-tobacco organizations, including the American Lung
Assaciation, the American Cancer Society, the American Heart Association, and the
Campaign for Tobacco-Free Kids has devel oped its own set of core el ementsthat it
believesmust beincorporatedinlegislation giving FDA authority to regul atetobacco
products.* Whilethe Campaign and Philip Morrisappear to bein general agreement
on several areas over which FDA should be granted authority (e.g., youth access and
marketing, ingredient testing and disclosure, good manufacturing practice, and
reduced risk products), they fundamentally disagree on whether any limitations
should be placed on that authority. Speaking for the anti-tobacco community at large,
the Campaign argues that FDA should be granted broad and unrestricted regul atory
authority to take those actions it deems necessary to protect the public health. In
contrast to Philip Morris's position on FDA regulatory authority, the Campaign
insists on the following:

e Tobacco products should be regulated based on a “protection of
public health standard” that aims to reduce tobacco-related health
risks to the population as awhole. This standard would require a
determination of the impact of a product change or new rule on
overall tobacco use, including whether it encourages tobacco use or
discourages quitting.

e FDA should havetheauthority to evaluate scientifically and, through
anotice-and-comment rulemaking process, decidewhether to reduce

“2 R. J. Reynolds Tobacco Company, Our Position on Further Federal Regulation, [http:
Ilwww.rjrt.com/legal/fedRegPosition.asp].

* R.J. Reynolds has a U.S. market share of approximately 30%. R.J. Reynolds Tobacco
Company Factbook, [http://www.rjrt.com/company/profileFactBook.asp]. Lorillard’s
market share has been estimated at 8%. Brian Louis, RIR Demotes Winston Brand,
Winston-Salem Journal, September 19, 2003.

“ For a discussion of company positions on FDA regulation and government regulation,
visit each company’s website: R. J. Reynolds Tobacco Company
[http://lwww.rjrt.com/legal/fedFDA.asp]; Lorillard Tobacco Company [http://www
Jorillard.com/index.php?d=6].

> The Campaign summarizes elements of H.R. 1108/S. 625 that address “issues that have
been considered critical” in any legidation giving FDA authority to regulate tobacco
products. [http://tobaccofreekids.org/research/factsheets/pdf/0181.pdf].
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or eliminate harmful and addictive components of all tobacco
products in order to protect the public health.

107" Congress

Philip Morrisreleased itswhite paper early in the 107" Congress. Several FDA
tobacco hills were introduced in that Congress, none of which saw any legisative
action. Four bills(i.e., S. 190 (Frist), S. 2626 (Kennedy), S. 2764 (Miller), and H.R.
2180 (Tom Davis)) adopted the same approach as the McCain legislation. They
would have created a new FFDCA Chapter IX solely for the regulation of tobacco
products. Senator Kennedy's bill (S. 2626) was almost identical to the FDA
provisions in the McCain bill. The three other bills included many of the same
provisions. However, they contained afew small but significant changes that were
intended to address industry concerns over the extent of FDA’ s regulatory control.
For example, all three measures specified that FDA could not compel theindustry to
changethe composition of itsproductsin waysthat would render them* unacceptable
for adult consumption.” They also required the agency to show that any proposal to
restrict the sale, distribution, advertising, and promotion of tobacco products was
based on a determination that such regulation “would be appropriate for the
prevention or, or decrease in, the use of tobacco products by children ....” Finally,
all three measures reserved for Congress — not FDA — the authority to eliminate
nicotine or ban tobacco products.

Inadditionto giving FDA new regulatory authority over tobacco products, H.R.
2180 also contained restrictions on youth access, advertising, and marketing that
were broadly similar to those included in the McCain bill. The provisionsin H.R.
2180 weresubsequently incorporated into Representative Mclintyre’ shill (H.R. 3940)
to eliminate tobacco quotas and the price support loan program and compensate
guotaownersand activegrowers. S. 2764 al so contai ned substantially similar buyout
provisions.

The three remaining FDA tobacco bills introduced in the 107" Congress (i.e.,
S. 247 (Harkin), H.R. 1044 (Waxman), and H.R. 1097 (Ganske)), rather than creating
new legal authority for regulating tobacco products, would have given FDA the
authority to regul ate tobacco products as drug-delivery devices under Chapter V of
the FFDCA. This approach was favored by some public health advocates, but
strongly opposed by theindustry. Aswith the earlier versionsintroduced during the
105" Congress, each of these bills merely amended the definitions of drugs and
devices to include nicotine and tobacco products, respectively, and specified that
tobacco regulation would be based on a genera standard of protecting the public
health. Additionally, the three measures would have made effective all the
provisions of the 1996 FDA tobacco rule.

108" Congress

At the beginning of the 108" Congress, Representatives Mclntyre and Tom
Davis reintroduced their tobacco legislation (H.R. 140). The measure combined a
buyout for quota owners and active growers with FDA regulatory authority. H.R.
140 was supported by Philip Morris but opposed by the public health community.
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In the Senate, negoti ations among members of the Committee on Health, Education,
Labor, and Pension (HELP) to draft a compromise bill that had the support of both
sides came to a standstill in October 2003. Anti-smoking advocates and their
congressional supporters criticized the draft legidation for failing to give FDA
sufficient authority to protect public health.

Negotiations resumed in early 2004 and on May 20 Senators DeWine and
K ennedy and Representatives Tom Davisand Henry Waxman introduced the Family
Smoking Prevention and Tobacco Control Act (S. 2461, H.R. 4433). Both Philip
Morris and the Campaign for Tobacco-Free Kids announced their “enthusiastic”
support for the legidation. On July 15, Senator DeWine introduced the text of S.
2461 as an amendment to the American Jobs Creation Act of 2004 (H.R. 4520, P.L.
108-357), which was under consideration on the Senator floor. The amendment
passed by avote of 78-15. However, during the conference on H.R. 4520, the House
conferees on October 6 rejected the DeWine amendment. Following itsrejection by
the conference committee, Senators DeWine and Kennedy reintroduced the
legislation with anew bill number (S. 2974) on October 10. The measurewas passed
on the Senate floor that same day without amendment by unanimous consent. No
further action was taken by either chamber.

109" Congress

Senators DeWine and Kennedy and Representatives Davis and Waxman
reintroduced the Family Smoking Prevention and Tobacco Control Act onMarch 17,
2005. There was no legislative action taken on the legislation during the 109"
Congress.

110" Congress

Representatives Waxman and Davis and Senators Kennedy and Cornyn
introduced H.R. 1108 and S. 625, respectively, which are nearly identical to H.R.
4433 and S. 2461 of the 108th Congress. Table 2, beginning on page 37,
summarizes the key provisions in H.R. 1108/S. 625. Where applicable, the
comparable drug and device provisionsin FFDCA Chapter V are noted in the table.

Issues

H.R. 1108/S. 625 represents an attempt to balance the competing interests of
Philip Morrisand leading anti-tobacco groups. Thelegisliation would grant FDA the
authority to:

e restrict tobacco advertising and promotions, especially to children;

e stopillegal sales of tobacco products to children;

e develop performance standards that require changes in the
composition and design of tobacco products, such as the reduction
or elimination of harmful chemicals;

e prohibit claims about reduced-risk and reduced-exposure tobacco
products that are not scientifically substantiated or that would
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discourage current tobacco users from quitting or encourage new
usersto start;
e prohibit termssuch as“light,” “mild,” or “low tar” that can mislead
consumersinto believing that certain products are safer than others;
e require larger and more explicit health warnings on tobacco
products.

At the sametime, H.R. 1108/S. 625 explicitly states that one of its purposesis
“to continue to permit the sale of tobacco products to adults in conjunction with
measuresto ensure that they are not sold or accessible to underage purchasers.” The
legidlation states that FDA may not prohibit the sale of tobacco products to
individuals age 18 and over. Moreover, it provides that only Congress may impose
anew standard that woul d ban tobacco products or require the “ reduction of nicotine
yields of atobacco product to zero.” The following provides more discussion and
analysis of these and other provisionsin the bills.

Restrictions on Advertising and Promotion. H.R. 1108/S. 625 would
give FDA broad authority to regulate tobacco product marketing if it determined that
such regulation was appropriate to protect the public health. The agency would be
required to make that determination based on a consideration of the “risks and
benefitsto the population asawhole,” including whether the agency’ sactionswould
discourage current users from quitting or encourage others to start using tobacco
products.“®

Itishelpful toreview briefly theU.S. Supreme Court’ sdecisionson government
regul ation of advertising and other formsof commercial speech.” In Central Hudson
Gas & Electric Corp. v. Public Service Commission (1980), the Court established a
four-part test for deciding the constitutionality of commercial speech regulation.*®
First, in order to be protected by the First Amendment, the commercial speech must
concern lawful activity and not befalse or misleading. Second, the government must
demonstrate that by restricting such speech, it is seeking to further a substantial
interest. Third, the restrictions must directly advancethat interest. Fourth, there has

“6 |n the past, Philip Morris criticized that approach and preferred the language of H.R. 140
in the 108th Congress, which would permit FDA to regulate tobacco advertising and
promotion based on adetermination that such regul ationwas* appropriatefor the prevention
of, or decrease in, the use of tobacco products by [minors].” Anti-tobacco groups believed
that such a standard would make it virtually impossible for FDA to act. They argued that
because the industry denied that any of its advertising is directed at children, it would have
challenged every regulatory proposal by the agency. Philip Morris defended the language,
arguing that it was simply a recognition of the fact that the First Amendment, as currently
interpreted by the U.S. Supreme Court, “prevents the FDA from prohibiting advertising
directed at adults.” The company contended that giving the agency broader authority to
regulate the marketing of its products would be inefficient because it would have
encouraged FDA to devel op regul ationsthat woul d never surviveaconstitutional challenge.

" For more information on the First Amendment and commercial speech, see CRS Report
95-815A, Freedom of Speech and Press: Exceptions to the First Amendment, by Henry
Cohen.

% 447 U.S. 557 (1980).
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to be areasonablefit between the type of restrictionsimposed and the government’ s
objectives.

The U.S. Supreme Court has issued a series of decisions striking down
government restrictions on commercial speech, including tobacco product
advertising.”® In Lorillard Tobacco Co. v. Reilly (2001), the Court found a number
of Massachusetts state regulations restricting outdoor and point-of-sale advertising
for cigars and smokeless tobacco products to be unconstitutional.® The Court
determined that the regulations restricted speech more than was reasonable to
advancethestate’ sinterestinreducing underage(i.e., illegal) use of tobacco products
and, thus, failed to meet the fourth part of the Central Hudson test. Banning all
outdoor tobacco advertisements within 1,000 feet of a school or playground, in
conjunction with other zoning restrictions, argued the Court, “would constitute a
nearly complete ban on the communication of truthful information about smokeless
tobacco and cigars to adult consumers.”>*

Some public health law experts believe that the Supreme Court in its recent
decisions on the regulation of commercial speech has left public health authorities
with little room to craft tobacco advertising restrictions that meet both the third
(effectiveness) and fourth (extensiveness) parts of the Central Hudson test.> Onthe
one hand, tobacco advertising restrictionsthat are narrowly tailored may not provide
clear evidence of effectiveness, thusfailing thethird part of Central Hudsontest. On
the other hand, more sweeping (and potentially effective) restrictions may beviewed
astoo extensive and not reasonably rel ated to the government’ sasserted interest, thus
failing the fourth part of the Central Hudson test.

In developing the 1996 tobacco rule, FDA created a set of advertising
restrictions aimed at reducing underage smoking and smokel ess tobacco use that it
hoped would withstand a constitutional challenge. Whether the FDA rule would
have passed the Central Hudson test remains unclear. In FDA v. Brown &
Williamson, the Supreme Court confined itself to a review of the agency’'s
interpretation of its authority under the FFDCA. The Court did not address the
constitutionality of the rule’'s marketing restrictions. The FDA’s 1996 rule would
havelimited advertisementsin publicationswith asignificant teen audienceto black
text on a white background.>® The 1996 rule aso included a ban on outdoor

“ Ronald Beyer et a., “Tobacco Advertising in the United States: A Proposal for a
Congtitutionally Acceptable Form of Regulation,” Journal of the American Medical
Association, vol. 287, no. 22 (June 2002), pp. 2990-2995.

50533 U.S. 525 (2001).
| d. at 562.
2 Ronald Beyer et al., supran. 45.

3 1f H.R. 1108/S. 625 pass and the FDA’s 1996 final rule becomeslaw, 21 C.F.R. § 897.32
will permit labeling or advertising for cigarettes or smokel esstobacco with * only black text
on a white background,” except in facilities “where vending machines and self-service
displays are permitted . . . provided that the advertising is not visible from outside the
facility and that it is affixed to awall or fixture in the facility” or in an adult publication.

(continued...)
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advertising within 1,000 feet of aschool or playground. InLorillard, the Court found
unconstitutional a similar provision in the Massachusetts regulations. The Court
found that the restrictions on outdoor advertising of cigars and smokeless tobacco
were overbroad in that they prohibited advertising “in a substantial portion of the
major metropolitan areas of Massachusetts,” included oral communications, and
imposed burdens on retailers with limited advertising budgets.® The Court also
upheld challenges by smokeless tobacco and cigar companies to the outdoor
advertising restrictions on the groundsthat adults have aright to information and the
tobacco industry has aright to communicate truthful speech on legal products.® In
the event that the advertising restrictions are challenged, H.R. 1108/S. 625 contain
severability clauses that state:

If any provision of this Act, theamendments made by this Act, or the application
of any provision of this Act to any person or circumstance is held to be invalid,
the remainder of this Act, the amendments made by this Act, and the application
of the provisions of this Act to any other person or circumstance shall not be
affected and shall continue to be enforced to the fullest extent possible.>®

Product Design and Composition. H.R. 1108/S. 625 would not permit
cigarettes to contain any additive that is a*“ characterizing flavor” of the product or
the smoke, other than tobacco or menthol.>” The legisation would give FDA the
authority to develop product standards to reduce nicotine, reduce or eliminate other
harmful constituents, or otherwise modify the composition and testing of tobacco
products, if it determined that such regulation was appropriate to protect the public
health. Once again, FDA would be required to make that determination based on a
consideration of the risks and benefits to the population as a whole, which is the
approach favored by public health officials. Unlike some of the previous FDA
tobacco hills, there is nothing in H.R. 1108/S. 625 to prevent the agency from

%3 (...continued)

Regulations Restricting the Sale and Distribution of Cigarettes and Smokeless Tobacco to
Protect Children and Adolescents, 61 FR 44617 (August 28, 1996). An adult publication
would be defined under 21 C.F.R. § 897.32(a)(2) as:

a hewspaper, magazine, periodical, or other publication: (I) Whose readers
younger than 18 years of age constitute 15 percent or |ess of the total readership
as measured by competent and reliable survey evidence and (ii) That isread by
fewer than 2 million persons younger than 18 years of age as measured by
competent and reliable survey evidence.

61 FR 44617.
5 orillard, 533 U.S. at 562, 564-65.

55 |d. at 564.

% H.R. 1108, 110th Cong. § 5 (2007); S. 625, 100th Cong. § 5 (2007).

" R.J. Reynolds reached an agreement with several states attorneys general regarding the
adult-only marketing and sale of flavored cigarettes named after afruit, candy, or alcoholic
beverage. PressReease, R.J. Reynolds Tobacco Company, Attorneys General Agree on
Flavored Cigarette Marketing Guidelines, October 11, 2006,
[http://www.rjrt.com/newsroom/resourcesRIRTview.asp?posti D=1178].
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requiring changes in the composition of tobacco products that would render them
“unacceptable for adult consumption.” Placing that restriction on FDA’s ability to
modify tobacco products had been a key requirement for the industry.

Critics of the idea of reduced nicotine levels, including FDA Commissioner
Andrew von Eschenbach, argue that “if the FDA ordered a cut in nicotine levels,
smokerswould alter their smoking habitsin order to maintain their current levels of
the addictive substance.”*® V on Eschenbach said that such adecision could “ma[k]e
the public health radically worse.”* On the other hand, supporters say that smokers
may not compensate for reduced nicotinelevelsby inhaling deeper or smoking more
frequently. Rather, reduced nicotine levels may help smokers quit altogether.®

The authority to set product standards would give FDA an important tool for
modifying tobacco products already on the market so asto make them less harmful.
However, devel oping such standards may be along and difficult process. Morethan
4,000 chemica compounds have been identified in tobacco smoke, including about
60 known carcinogens. Researchers still know relatively little about the precise
mechanisms by which individual compounds and groups of related compounds
contributeto the overall health risks of smoking. It may take yearsto collect the data
necessary to demonstrate that the reduction or elimination of a particular tobacco
product constituent will lead to an improvement in public health.

Aspart of the standard-setting process, FDA would also berequired to consider
whether a proposed standard might lead to a “significant demand for contraband
products and other tobacco products that do not meet the requirements of the
[legislation].” Until more is learned about the nature of nicotine addiction, that
reguirement may pose asignificant challenge to any proposed reduction in nicotine
yield.

H.R. 1108/S. 625 does not permit FDA to ban tobacco products, or to require
the reduction of nicotine yieldsto zero. The authority to take those specific actions
isreserved for Congress. Asdiscussed earlier, the industry has argued strenuously
in favor of placing such restrictions on FDA'’ s regulatory authority. Companies are
fearful that the agency, left unchecked, could achieve a de facto ban by eliminating
nicotine and making tobacco products unacceptable to adults. The public health
community maintainsthat FDA should have unrestricted authority to take whatever
actionsit feels are necessary to protect public health.

Reduced Risk Products. Both the tobacco industry and the public health
community are eager to establish a regulatory scheme for “reduced-risk” tobacco
products. In recent years Philip Morris and the other leading cigarette companies
have test marketed a variety of products that are potentially less harmful to the
individual user thantraditional tobacco products. They includecigarettesmade using

%8 Lower Nicotine Levelsin Cigarettes Could Backfire: FDA Chief, Wash. Post, March 6,
2007.

?d.
0 d.
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genetically modified tobacco, and cigarette-like products that deliver nicotine using
acombustion process that involves lower temperatures and a more controlled burn.
The companies want FDA’s approval to market these products without fear of the
agency taking regulatory action against them. FDA has in the past asserted
jurisdiction when cigarette manufacturers have expressly promoted their productsas
beneficial to health.®

Public health advocatesinsist that FDA be given the authority not just to assess
industry claims that a reduced-risk product is less harmful to the individual user
under normal conditions of use, but also to weigh the risks and benefitsto the wider
population. They are concerned about recent efforts by the smokeless tobacco
companies to market oral snuff and chewing tobacco as a safer aternative to
smoking. The companies seethe growing anti-smoking sentiment in the country and
the spread of indoor (and outdoor) smoking restrictions as an opportunity to market
their products to smokers who have trouble finding somewhere to smoke and who
areconsidering alternative sourcesof nicotine. Epidemiological studiesindicatethat
compared to smoking cigarettes, using smokeless tobacco products exposes an
individual to less overall risk from a narrower range of diseases. But public health
experts worry that promoting smokeless tobacco as a safer aternative to smoking
will undermine efforts both to discourage youngsters from using smokel ess tobacco
and to encourage adult smokers to give up tobacco products altogether. As a
consequence, there may be little if any overall improvement in the nation’ s health.

Public health official s often point to the introduction of low-tar cigarettesinthe
1960sand 1970stoillustrate the challenges of regul ating reduced-risk products. The
companies were careful not to make any explicit health claims when they started to
market “light” and “ultralight” cigarettes, but the implicit message was that these
products provided a less harmful way of smoking and many smokers believed and
continue to believe that they are safer than regular-strength cigarettes. Light
cigarettes emit lower levels of tar and nicotine than regular-strength cigarettes, as
measured by a standardized smoking machine test developed by the Federal Trade
Commission and commonly referred to asthe FTC method. However, the National
Cancer Institute (NCI) concluded that there is “no convincing evidence” that the
introduction of such low-yield products “resulted in an important decrease in the
disease burden” among smokers.® Many smokers who switched to low-yield
cigarettes changed the way they smoked so as to maintain the desired intake of
nicotine. They smoked more intensely by inhaling more deeply and more often and

¢ The FFDCA’ sdefinition of drugincludes* articlesintended for useinthediagnosis, cure,
mitigation, treatment, or prevention of disease....” (Section201(g)(1)(B)) Duringthe1950s,
the agency took regulatory action against cigarettes advertised as effective in preventing
respiratory and other diseases and cigarettes promoted asweight-reduction aids. Note: The
FDA regulates several nicotine replacement therapies to help tobacco users quit. These
productsinclude nicotine gum, transdermal nicotine patches, nicotineinhalers, and nicotine
nasal spray.

62 National Institutes of Health, National Cancer Institute, Risks Associated with Smoking
Cigaretteswith Low Machine-Measured Yields of Tar and Nicotine, Smoking and Tobacco
Control Monograph 13 (NIH Pub. No. 02-5074) (October 2001).
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by covering the ventilation holes at the base of the filter. This compensatory
smoking behavior exposed them to higher amounts of tobacco toxins.®®

H.R. 1108/S. 625 would prohibit manufacturersfrom marketing “ modified risk
tobacco products’ without FDA prior approval. Thelegislation definesmodified risk
tobacco products as any product:

e whoselabeling or advertising indicates, explicitly or implicitly, that
the product is less risky than other tobacco products or reduces
exposure to a substance in the product or its smoke;

e whose manufacturer has taken any action (other than through
labeling or advertising) that “would be reasonably expected to result
in consumers believing” that the product or its smoke reduces risk
Or exposure; or

e whose labeling or advertising uses descriptors such as “light,”
“mild,” or “low” to characterize the level of a substance in the
product.

In order to gain approval to market a modified risk tobacco product, a
manufacturer would have two options. Thefirst isto submit areduced-risk claim.
That would requirethe company to demonstrateto FDA that the product, “ asactually
used by consumers,” will reduce the risk of tobacco-related disease to individual
users and “benefit the health of the population as a whole.” Alternatively, the
manufacturer could assert that the product reducesexposureto aparticul ar substance.
H.R. 1108/S. 625 sets out detailed criteria for approving such a reduced-exposure
claim. Those criteria, based on recommendations of the Ingtitute of Medicine,*
include determining that the exposure reduction is “substantial;” the substance to
which exposure isreduced is harmful; the reduced exposureis anticipated to lead to
a “measurable and substantial reduction” in harm among individual users; and
approval of such a product is “expected to benefit the health of the population as a
whole.” Applications for products that make exposure-reduction claims would be
approved for five years at atime. All manufacturers of approved modified risk
tobacco products, whether on the basi sof areduced-risk claim or areduced-exposure
claim, would berequired to conduct postmarket surveillance and report their findings
on an annual basis.

If enacted into law, the modified risk provisionsin H.R. 1108/S. 625 would
produceimmediate changesin cigarettemarketing. Manufacturerswould berequired
to stop using terms such as “light” and “low-tar” on their low-yield brands. Those
brandswould be permitted to remain on the market provided the manufacturers made
any other changes necessary to ensure that the products did not fall under the
definition of amodified risk tobacco product. For example, manufacturers have for
yearsreported tar and nicotine yields (as measured by the FTC method) on cigarette

% For adetailed discussion of the scientific and regulatory issues surrounding reduced risk
tobacco products, see the Institute of Medicineg's 2001 report, Clearing the Smoke:
Assessing the Science Base for Tobacco Harm Reduction, Washington, DC: National
Academy Press.

#d.
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advertising and on some very low-tar cigarette packs. Because this information
impliesthat the product reduces risk or exposure, it too would have to be removed.
Under aseparate provisioninthelegisliation, FDA would berequired to develop new
regulations for the testing, reporting, and public disclosure of tobacco product
ingredients and smoke constituents, including tar and nicotine levels (see Table 2).
Those regulations would replace the current FTC method.®

Itisdifficult toimagineacompany gaining FDA approval to market amodified
risk tobacco product based on a reduced-risk claim, as least in the near term.
Demonstrating that the product, as actually used by consumers, will reducerisk both
to the individual user and to the population as a whole requires long-term
epidemiological studies. However, gaining approval for anew product on the basis
of a reduced-exposure claim does not require that the manufacturer meet such
stringent requirements. For example, the company would have to show that the
reduced exposureis* anticipated” to lead to areduction in harm and that the product
is“expected” to benefit the health of the popul ation asawhole. Approving modified
risk tobacco products under such criteriamakes postmarket surveillanceall themore
important as a means of monitoring the product’ s actual impact on public health.

H.R. 1108/S. 625 would also give FDA theauthority to requirethemanufacturer
of an approved modified risk tobacco product to comply with certain labeling and
advertising requirements. Such authority could be used to placetight restrictionson
the ability of manufacturers to market their modified risk products to individual
tobacco users. Philip Morris and the other companies believe that they should be
able to provide adult consumers with information about reduced-risk and reduced-
exposure products, provided the information is accurate and not misleading, to help
them make an informed choice.

Preemption of State and Local Regulation. Another key issuein the
debate surrounding FDA tobacco |l egislationinvolvesfederal preemption of statelaw.
The Federal Cigarette Labeling and Advertising Act (FCLAA), which mandates
health warnings on cigarette packaging and advertising, includes the following
preemption provision:

() ADDITIONAL STATEMENTS. No statement relating to smoking and health,
other than the statement required by [the labeling provisions] of this Act, shall
be required on any cigarette package.

(b) STATE REGULATIONS. No requirement or prohibition based on smoking and
health shall be imposed under State law with respect to the advertising or

& QOver the past several decades, cigarette design changes have led to substantial reductions
in tar and nicotine yields as measured by the FTC method. However, these machine-
measured yields do not provide a reliable measure of the amount of tar and nicotine a
smoker inhales. Smokers ater their smoking behavior (e.g., increasing puff volume and
frequency, covering the ventilation holes with fingers or lips) to obtain sufficient nicotine
to satisfy their addiction. For more information, see National Cancer Institute, Risks
Associated with Smoking Cigarettes with Low Machine-Measured Yields of Tar and
Nicotine (October 2001).
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promotion of any cigarettesthe packages of which arelabeledin conformity with
the provisions of this Act.%®

TheFCLAA'’ sintroductory declaration of policy indicatesthat Congressdid not
want “commerce and the national economy ... impeded by diverse, nonuniform, and
confusing cigarette labeling and advertising regulations....”®” To that end, the act’s
preemption provision (1) prohibits additional health-related statementsonthelabels
of cigarette packages that are properly labeled in accordance with the act, and (2)
prevents states and localities from imposing any other “requirement or prohibition
based on smoking and health” regarding the advertising and promotion of cigarettes.

The U.S. Supreme Court has issued two decisions regarding the FCLAA
preemption provision. In both cases, the Court explored the constitutional questions
that are raised when state statutes or common law causes of action impose
reguirements that conflict with federal laws that may preempt such state action (see
box below).

In Cipollone v. Liggett Group Inc., the U.S. Supreme Court held that certain
types of tort actions that are brought against cigarette manufacturers under state
common law are preempted by the FCLAA.® The case was brought on behalf of
Rose Cipollone, alifelong smoker who developed lung cancer at age 57. Shefiled
a lawsuit against the Liggett Group and two other cigarette companies, accusing
them, among other things, of failing to warn her adequately of the health risk of
smoking and its addictive nature. In 1988, a jury awarded $400,000 in damages to
Cipollone’ sfamily after finding Liggett negligent for itsfailureto warn smokersprior
to 1966 when the federal 1abeling law went into effect, and for advertising that could
beinterpreted asawarranty for safety. On appeal, the U.S. Court of Appealsfor the
Third Circuit ordered anew trial after affirming in part and reversing in part some of
thedistrict court’ spre-trial rulings.*® The Supreme Court granted certiorari toreview
whether or not the petitioner’ s state law claims were preempted by the FCLAA."

In 1992, the U.S. Supreme Court concluded that failure-to-warn claims are
preempted by the FCLAA because they require a showing that the cigarette
manufacturers advertising and promotions should have included additional, and
more clearly stated, warnings.” Such afinding “constitutes arequirement ... based
on smoking and health imposed under State law with respect to advertising or

€ 15 U.S.C. § 1334. The FCLAA requires the following four rotating Surgeon General’s
healthwarningsonall cigarette packagesand advertising: (1) Smoking CausesL ung Cancer,
Heart Disease, Emphysema, and May Complicate Pregnancy; (2) Quitting Smoking Now
Greatly Reduces Serious Risks to Your Health; (3) Smoking by Pregnant Women May
Result in Fetal Injury, Premature Birth, and Low Birth Weight; and (4) Cigarette Smoke
Contains Carbon Monoxide. Id. at 8 1333.

®71d. at § 1331.

% 505 U.S. 504 (1992).

% Cipollone v. Liggett Group Inc., 893 F.2d 541 (3 Cir. 1990).
© Cipollone v. Liggett Group Inc., 499 U.S. 935 (1991).

™ Cipollone v. Liggett Group Inc., 505 U.S. 504 (1992).
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promotion,” which the FCLAA prohibits.”” However, the Court found that other
types of claims that are not based on smoking and health, including fraudulent
misrepresentation and conspiracy to defraud, are not preempted even though they
might relate to advertising or promotion.

Federal Preemption of State Law

The preemption doctrine derives from the Supremacy Clause of the U.S. Constitution, which
establishesthat the laws of the United States“shall be the supremelaw of theland; and the judges
in every state shall be bound thereby, any thing in the Constitution or laws of any State to the
contrary notwithstanding.”# I n applying this constitutional mandate, courts have recognized both
express and implied forms of preemption, which are “ compelled whether Congress' command is
explicitly stated in the statute’s language, or implicitly contained in its structure and purpose.”®
Both types of preemption may apply to state legislation, regulations, and common law.

Inthe expr esspreemption context, afederal statutewill be deemed to supplant existing state law
to the extent that it contains an explicit provision to that effect, the scope of which is determined
by interpreting the language of the provision and analyzing the legisl ative history as necessary.®
Where express preemption provisions are not present, federal law may preempt state law
implicitly. Thereareseveral different waysto conceptualize thedoctrine of implied preemption,
but it is often subdivided into three general categories for purposes of analysis: (1) federal
occupation of the entire field of regulation; (2) actual conflict between federal and state
requirements; and (3) state requirements that frustrate congressional purpose.®

These standards, however, are highly speculativein their application. Indeed, the U.S. Supreme
Court itself has noted that “none of these expressions provide an infallible constitutional test or
an exclusive congtitutional yardstick. Inthefinal analysis, there can be no crystal clear distinctly
marked formula.”® Thus, cases involving federal preemption of state law often hinge on the
particular factual circumstances of a given case.

a U.S. ConsrT. art. VI, cl. 2.

b. Gade v. National Solid Wastes Management Association, 505 U.S. 88, 97 (1992) (quoting
Jonesv. Rath Packing Co., 430 U.S. 519, 525 (1977)).

c. Jonesv. Rath, 430 U.S. at 525

d. Sprietsma v. Mercury Marine, 537 U.S. 51, 64 (2002). See also: Hines v. Davidowitz, 312
U.S. 52,61, 77 (1941) (regarding field and frustration of purpose preemption); and Florida
Limeand Avocado Growers, Inc.v. Paul, 373 U.S. 132, 142-143(1963) (regarding conflict
preemption).

e. Hinesv. Davidowitz, 312 U.S. at 67.

The Supreme Court also addressed FCLAA preemption in Lorillard Tobacco
Co. v. Reilly.” In addition to finding Massachusetts' regulations on smokeless
tobacco and cigar advertising unconstitutional (discussed earlier), the Court in
Lorillard ruled that the state’ s restrictions on cigarette advertising were preempted
by the FCLAA. Specifically, the Court concluded that the regulations did relate to
the" advertising or promotion” of cigarettes. It further concluded that theregulations,
targeted at youth exposure to cigarette advertising, were “based on smoking and

7214, at 524.
72533 U.S. 525 (2001).
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health” within the meaning of the FCLAA because “concern about youth exposure
to cigarette advertising is intertwined with the concern about ... smoking and
health.”” The fact that the regulations governed location rather than content of
advertising did not remove them from the preemption language, which covers “all
‘requirements’ and ‘ prohibitions’ imposed under statelaw.” ”® TheLorillard decision
clarified that while the FCLAA preempts the ability of states to regulate the
advertising and promotion of cigarettes, states retain the authority to regulate other
aspects of tobacco use and sales. The FCLAA, for example, does not preempt state
laws that prohibit salesto minors or restrict smoking in public places.”

The public health community strongly supports the elimination of the FCLAA
preemption language so that states could impose their own restrictions on tobacco
labeling and advertising. Thetobacco companies, ontheother hand, opposeany such
change, in part to preserve the uniform nationa standards currently in effect.
However, theindustry alsoisanxiousto preservethe FCLAA’ spreemption provision
inlight of the U.S. Supreme Court’srulingin Cipollone. If Congresswereto amend
that provision, such legislation, depending on the language, could either increase or
restrict the types of lawsuits that currently may be brought against cigarette
manufacturers on the basis of the warning contained on cigarette packages.

H.R. 1108/S. 625 appears to attempt to accommodate both sides by preserving
the current language in the FCLAA preemption provision, while adding at the end
the following:

(C) ExcePTION. Notwithstanding subsection (b), a state or locality may enact
statutes and promulgate regulations, based on smoking and health ... imposing
specific bans or restrictions on the time and place, and manner, but not content,
of the advertising or promotion of any cigarettes.

Thus, states would continue to be prohibited from adding their own warning
labels to cigarette packages, but would be permitted to regulate certain aspects of
cigarette advertising and promotion, subject to any First Amendment challenge. For
the tobacco companies, the language in subsection (b) underlying Cipollone would
remain intact. In addition to amending the FCLAA preemption provision, H.R.
1108/S. 625 includes a general preemption provision in the new FFDCA language
that would place certain restrictions on states while alowing them to regulate the
sale, advertising, and promotion of tobacco products (see Table 2).

FDA’s 1996 Tobacco Rule. H.R. 1108/S. 625 would require FDA toreissue
the youth access and marketing—nbut not the labeling—provisions from its 1996
regulation as afinal rule, subject to agency review and possible amendment. The
final rulewould becomeeffectiveafter oneyear. Anti-tobacco groupshavecriticized

" d. at 548.
®|d. Emphasis omitted.

® The FCLAA preemption provisions apply only to cigarettes and do not cover state
regul ation of smokelesstobacco and cigars. Asdiscussed in an earlier section of thereport,
Massachusetts’ outdoor advertising and point-of-sal e restri ctions on smokel esstobacco and
cigars were found to bein violation of the First Amendment.
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this provision, preferring language in other bills that would reinstate the 1996
tobacco rule without delay. Tobacco companies, noting that the advertising and
marketing provisions of the rule have not been subjected to constitutional review by
the courts, may consider a First Amendment challenge.

Health Warnings. H.R. 1108/S. 625 would replace the existing Surgeon
Genera’s health warnings on cigarette and smokeless tobacco packaging and
advertising with several new and more explicit messages (see Table2). FDA would
be given the authority to revise those warnings, add new ones, and alter their format,
including, but not limited to, changing their size, location, and color. Thelegislation
would result inanimmediate changein the design and appearance of tobacco product
packaging. Cigarette packaging, for example, would carry health warnings that
covered at least 30% of the front and back of the pack. As previously noted, states
would not be permitted to add additional health warnings.
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Table 1. Summary of McCain Tobacco Bill (105™ Congress)

Topic

S. 1415 (McCain)?

Amendment of Federal Food,
Drug, and Cosmetic Act
(FFDCA)

Creates new FFDCA Chapter 1X for regulating tobacco products. Defines adulterated and misbranded tobacco products. For each brand,
requires manufacturers to submit annually alist of the amounts of all added ingredients and a description of the content, yield, and form of
nicotine. Requires notification of modified products or release of new products. Requires annual registration of all manufacturers and
biennial inspection of facilities. Authorizes regulation of the sale, distribution, advertising, promotion, and use of tobacco productsin order
to protect public health. Provides for good manufacturing practice regulation, subject to a tobacco product advisory committee’s
recommendations. Authorizes adoption (and revocation) of performance standards to reduce/eliminate nicotine or otherwise modify the
composition of the product in order to protect public health: mandates notice and comment rulemaking, including consideration of impact
of performance standard on consumption and development of a black market. Requires a one-year delay before new standards take effect.
Requirestwo-year congressional review of any proposal to eliminate nicotine or ban tobacco products. Authorizestherecall of productsthat
contain out-of-the-ordinary defectsthat pose serioushealthrisks. Providesfor the establishment of industry reporting requirements. Requires
premarket approval of new products. Providesfor judicial review of regulatory actions to issue or revoke performance standards. Provides
for postmarket surveillance. Definesreduced risk product and permits marketing of such products. Permitsstate and local authoritiesto adopt
more stringent public health controls. [Section 101]

Marketing and advertising
restrictions

Prohibits outdoor tobacco product advertising; prohibits use of human or cartoon imagesin advertising; prohibits Internet advertising unless
site is inaccessible to minors; prohibits paying for placement of tobacco products in movies, TV, or video games; prohibits paying to
glamorizetobacco usein mediathat appeal to minors; prohibits promotional non-tobacco merchandise bearing brand names; prohibits brand-
name sponsorship of sporting and cultural events; prohibits use of recent non-tobacco trade or brand namesfor tobacco products. Limitssize
and placement of point-of-sale advertising. Requires black-on-white format for point-of-sale advertising in facilities that are accessible to
minors and for advertising in publications with asignificant youth readership.” Limits advertising in audio format to words with no music.
Limits advertising in video format to static black-on-white text. [Sections 1403-1405]
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Topic

S. 1415 (McCain)?

Warnings, labeling, and
packaging

Amends existing federal |abeling lawsto require new, explicit health warning labelsin bold type.© Authorizes DHHSto revisewarning labels
in order to promote a greater public awareness of the risks of tobacco use. Exempts tobacco-product exports from the new labeling
reguirements. Mandatesregulationsfor the testing, reporting, and public disclosure of ingredients and tobacco smoke constituentsto protect
the public health. [ Sections 301-305, 311, 1106]

Y outh accessrestrictions

Prohibits salesto minors; requires photo ID if under age 27; requires face-to-face transactions; bans vending machines; restricts self-service
displays to adult-only facilities; allows mail-order sales subject to FDA review. [Sections 231, 1162]

Retailer licensing and
registration

Requires statesto license tobacco retailers. Establishes penaltiesfor noncompliance, including license suspension and revocation. [Sections
231]

State enforcement of youth
access laws

Requires statesto enforce (using federal drug abuse block grant funds) laws prohibiting the sal e or distribution of tobacco productsto minors,
and to conduct monthly unannounced inspections. States must achieve 80% compliance by year four and 90% by year seven or risk losing
federal block grant funds. Repeals Synar Amendment. [Sections 231-233]

Underage tobacco-use targets

Mandates an annual survey to determine the percentage of individuals under age 18 who used atobacco product in the past 30 days, and the
percentage who used each brand in the past 30 days. Sets reduction targets for underage use of cigarettes (by 40% in five yearsand 67% in
10 years) and smokel ess tobacco products (by 25% in five years and 45% in 10 years). [ Sections 201-204]

Industry penalties

Mandates industry-wide and manufacturer-specific penalties (not tax-deductible) if reduction targets for underage use are not met. Industry-
wide penalties capped at $2 billion a year; manufacturer-specific penalties capped at $5 billion ayear. [Sections 205-206]
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Topic

S. 1415 (McCain)?

Smoking restrictionsin public
facilities

Restricts smoking in public facilities (i.e., those entered by 10 or more individuals at least one day a week), including federally owned or
|eased buildings, to enclosed, separately ventilated, designated smoking areas. Specifiesthat employees may not berequired to enter smoking
areas. Exemptsrestaurants (other than fast food), bars, private clubs, hotel guest rooms, casinos, bingo parlors, tobacco outlets, and prisons.
States may opt out if they have a similar or more stringent law of their own. Allows state and local governments to enact stricter laws.
[ Sections 501-507]

Industry payments to National
Tobacco Trust Fund

EstablishesNational Tobacco Trust Fund. Mandatestax-deductibleindustry paymentsinto Trust Fund. Annual payments subject to inflation
adjustment beginning in the sixth year, and subject to a volume-of-sal es adjustment beginning in 2002. Total net revenue over first 25 years
= $516 hillion (estimated by Congressional Budget Office). [Sections 401-406]

State reimbursement and
alocation of trust funds

Allocates 40% of the amount in the Trust Fund to reimburse states for smoking-related medical costs, 22% for tobacco-control programs,
22% for biomedical research, and 16% to provide financial assistance to tobacco farmers. [Sections 451-455]

Consent decree

Requires manufacturers, states, and the federal government to enter into voluntary, but legally binding consent decrees to enforce many of
the provisions of the act (e.g., FDA regulatory authority, document disclosure, advertising and point-of-sale restrictions, annual payments).
Excludes from annual liability cap (see below) any company that violates the provisions of the act. [ Sections 1402-1405]

Attorneys fees

Establishes athree-person arbitration panel to determine and award plaintiff attorneys’ feesand expenses. Awardsto be paid by participating
manufacturers. Limits feesto $4,000/hr. [Section 1413]

Legal immunity

Allows statesto settle their lawsuitsin return for funding from the Trust Fund, or opt to continue with their lawsuits and forgo payments from
the Trust Fund. Settlessmokers' class-action lawsuits and prohibits addiction claims. Capstotal annual liability at $8 billion. Modifiesrule
of evidenceto establish an evidentiary presumption that nicotine is addictive and certain diseases are caused by tobacco use. [Sections 1406-
1412]
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Topic

S. 1415 (McCain)?

Industry documents

Establishes a public tobacco document depository. Requires manufacturers to submit to FDA all documents specified in the act. Requires
manufacturers to make a separate submission (with accompanying detailed |og) to athree-judge panel of all documents for which they assert
attorney-client privilegeor trade secrecy. Reguirespanel to settledisputes over making such privileged documentspublic. [Sections901-909,
1403]

Tobacco farmers

Incorporates two competing titles: (1) Establishes a $28.5 billion fund to provide financia assistance to tobacco farmers and their
communities, maintains burley tobacco price support program, replaces flue-cured quotas with nontransferable permits. [Title X] (2)
Terminatesthe federal tobacco price support program, establishes an $18 billion fund to buy out quota owners and compensate tenants. [Title
XV]

Native Americans

Providesthat the requirements of thisact relating to the manufacture, distribution, and sale of tobacco productsapply ontribal lands. Exempts
tribal religiousand traditional tobacco usesfromtherequirementsof theact. Requireslicensing of tribal tobacco retailers. [ Sections 601-603]

Preemption of state and local
actions

Allows state and local governments to adopt and enforce any additional tobacco-product control measures. [Section 5]

International tobacco control

Provides funding for international tobacco-control efforts ($350 million/yr). Prohibits use of federal fundsto promote U.S. tobacco exports
or to seek removal of nondiscriminatory restrictions on tobacco by foreign countries. [Sections 1101-1107]

Smuggling Requires all manufacturers, importers, exporters and wholesalers of tobacco products to be licensed. Mandates serial humbers and export
labels on packages. Requires manufacturers and distributors to submit a report for all tobacco-product export shipments. Strengthens and
amends Contraband Cigarette Trafficking Act to include all tobacco products. [Sections 1131-1140]

Veterans Provides $600 million/yr for five years from the Trust Fund for tobacco-related veterans health care. [Section 1301]

a. Modified committee substitute bill, as amended during debate on the Senate floor: May 18 — June 17, 1998.




CRS-36

b. Significant youth readership is defined as having at least 2 million readers under age 18, or that readers under age 18 congtitute more than 15% of the total readership.

c. (i) Federal Cigarette Labeling and Advertising Act (15 U.S.C. 1331), (ii) Comprehensive Smokeless Tobacco Health Education Act (15 U.S.C. 4401).

d. The Synar Amendment to the Public Health Service Act (42 U.S.C. 300x-26; 45 C.F.R. 96.130) requires states to enforce their laws prohibiting the sale of tobacco products to
individuals under age 18. States must conduct random, unannounced inspections of retail outlets to ensure compliance with the law. States risk losing federal substance abuse
block grant funds for failure to comply.
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Table 2. Summary of Family Smoking Prevention and Tobacco Control Act (H.R. 1108/S. 625)

FDA Taobacco Regulatory Authority
(Federal Food, Drug, and Cosmetic Act, Chapter |X)

FDA authority over tobacco
products

Creates anew FFDCA Chapter I1X for regulating tobacco products, excluding any product intended for the diagnosis, treatment, or prevention
of disease, or aproduct for which a health claim has been made (unless the product is areduced risk product — see below). Doesnot give FDA
regulatory authority over: (1) tobacco leaf, unlessin the possession of a manufacturer; or (2) tobacco growers and warehouses.

Adulterated tobacco
products

Specifies the conditions under which tobacco products are deemed adulterated, including (1) contamination by any poisonous or deleterious
substances; (2) preparation, packaging, or storage under unsanitary conditions; (3) failure to conform to good manufacturing practice
requirements (see below); or (4) the product isin violation of the requirements for modified risk products (see below). [Note: These provisions
are similar, with modifications, to the adulteration provisionsin FFDCA Section 501.]

Misbranded tobacco
products

Specifies the conditions under which tobacco products are deemed misbranded. For example, product labeling must not be false or misleading
and must include a statement of the percentage of domestic and foreign-grown tobacco in the product. Authorizes FDA to require by regulation
the prior approval of statements made on tobacco product labels. Prohibits FDA from requiring the prior approval of the content of tobacco
product advertising, except for reduced risk products (see below). [Note: These provisions are similar, with modifications, to the misbranding
provisionsin FFDCA Section 502.]

Submission of data and
research documents

Within six months, requires each tobacco product manufacturer or importer to submit: (1) alist of theamounts of all added ingredients, by brand;
(2) adescription of the content, yield, and form of nicotinein each product; (3) alist of the amountsof all potentially harmful smoke constituents,
by brand; and (4) all documents developed after the date of enactment of this act relating to the health impact of current or future products. At
the request of the Secretary, requires each manufacturer or importer to submit any or all research documents. Requires prompt notification of
modified existing products and the release of new products. Within three years and annually thereafter, requires the Secretary to publish (ina
format understandable to alay person) and publicly display alist of the amounts of potentially harmful constituents by brand. Requires the
Secretary to conduct periodic consumer research to ensure thelist isnot misleading to the public and, after five years, to report the results of such
research to Congress with recommendations for modifying or discontinuing the list.
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FDA Taobacco Regulatory Authority
(Federal Food, Drug, and Cosmetic Act, Chapter |X)

Annual registration

Requires annual registration of all manufacturers and provides for public accessto registration information. Requires manufacturers at the time
of registration to provide a detailed product list, including copies of consumer information and product labeling. Requires registrantsto file a
biannual report of any changesin their product list. Mandates biennial inspection of all registered establishments.

Requires a manufacturer within 90 days of introducing a product that was not commercially marketed as of June 1, 2003, to provide for FDA
(in a manner prescribed by regulation) its determination that such product is substantially equivalent to another tobacco product that was in
interstate commerce as of that date, and that such product is in compliance with the requirements of this act. Manufacturers that introduced a
product after June 1, 2003, and prior to a date that is 15 months following enactment of this act have until that date (i.e., 15 months after
enactment) to submit their report documenting substantial equivalence to a product commercially marketed as of June 1, 2003. (See Premarket
Review below.) Permits the Secretary, by regulation, to exempt from these requirements certain tobacco products that have only minor
differencesfrom preexisting products. [Note: These provisions are similar, with modifications, to the registration provisionsin FFDCA Section
510]

General regulatory controls
on tobacco products

Authorizes FDA by regulation to restrict the sale, distribution, advertising, promotion, and use of tobacco products, if it determines that such
regulation is appropriate to protect the public health. Requires that such a determination be based on a consideration of the risks and benefits
to the population as awhole.

Prohibitslimiting the sale and distribution of tobacco productsto thewritten or oral authorization of amedical practitioner. Prohibitsrestrictions
on: (1) sales of tobacco productsin face-to-face transactions by a specific category of retail outlets; and (2) sales of tobacco productsto adults.
Authorizes FDA by regul ation to establish good manufacturing practi ce (GM P) requirements, i ncluding testing raw tobacco for pesticide chemical
residues, subject to the recommendations of the Tobacco Products Scientific Advisory Committee (see below). Provides the authority to grant
temporary or permanent exemptions or variances to the GMPs. Protectstrade secret information obtained by FDA. [Note: The GMP provisions
are comparable to FFDCA Section 520(f).]
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FDA Taobacco Regulatory Authority
(Federal Food, Drug, and Cosmetic Act, Chapter |X)

Tobacco product standards

Subject to revision by FDA, prohibits cigarettes from containing: (1) an artificial or natural flavor, other than tobacco or menthol; or (2) an herb
or spice. Authorizes FDA to promulgate tobacco product standards to reduce nicotine, reduce or eliminate other harmful constituents, or
otherwise modify the composition and testing of tobacco products, if it determinesthat such regulationisappropriateto protect the public health.
Requires that such a determination be based on a consideration of the risks and benefits to the population as a whole, including the creation of
a significant demand for contraband or other products that do not meet the requirements of this Chapter. Requires the involvement of other
federal agencies and informed personsin setting product standards, and periodic evaluation of such standards. Mandates notice and comment
rulemaking and requires aone year delay before new standardstake effect unless FDA determinesan earlier effective date is necessary to protect
public health. In any proposed standard that determines a tobacco product constituent to be harmful, a party challenging such a determination
must prove that the proposal will not reduce or eliminate health risk. Reserves for Congress, not FDA, the authority to ban tobacco products
or reduce nicotineyieldsto zero. Providesfor the amendment and revocation of existing standards. Permits FDA to refer aproposal to establish,
amend, or revoke a product standard to the Tobacco Products Scientific Advisory Committee (see below). FDA may make such areferral based
on its own initiative, or upon the request of an interested person who demonstrates good cause. Within 60 days of the referral, the Advisory
Committee is required to report with recommendations. [Note: These provisions are similar, with modifications, to the performance standard
provisionsin FFDCA Section 514.]

Notification and recall

Permits FDA to notify the public about atobacco product that presents an unreasonablerisk of substantial harmto the public health. Compliance
with a notification does not relieve persons from liability under federal or state law. Authorizes FDA to order the appropriate persons to cease
distribution and, subject to an informal hearing, to recall atobacco product that contains an out-of-the-ordinary defect that poses serious health
risks. [Note: These provisions are similar, with modifications, to subsections of FFDCA Section 518.]

Records and reports

Requires tobacco product manufacturers and importers to establish and maintain such records and provide such information as FDA may by
regulation reasonably requireto assure that productsare not adulterated or misbranded and to otherwise protect public health. For example, FDA
may require areport from a manufacturer that becomes aware of information that reasonably suggests that one of its products may have caused
or contributed to a serious unexpected adverse experience associated with the use of that product. Requires tobacco product manufacturers and
importers to report any product removal from the market or other corrective action taken to reduce a health risk or remedy a violation of this
Chapter. [Note: These provisions are similar, with modifications, to subsections of FFDCA Section 519.]
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FDA Taobacco Regulatory Authority
(Federal Food, Drug, and Cosmetic Act, Chapter |X)

Premarket review

Requires premarket review of any new tobacco product (including a product in test markets) that is found not to be substantially equivalent to
products on the market as of June 1, 2003. Premarket review isnot required if the new product has only minor modifications from a preexisting
product (which exemptsit from asubstantial equivalence determination). Defines substantial equivalence and specifies the types of information
to be included in an application for premarket approval. Requires the FDA, upon the request of an applicant, to refer the application to the
Taobacco Products Scientific Advisory Committee (see below). Establishes procedures for denying an application for premarket approval, and
for withdrawing or temporarily suspending such approval. [Note: These provisions are similar, with modifications, to the premarket approval
provisionsin FFDCA Section 515.]

Modified risk tobacco
products

Requires manufacturersto obtain FDA approval in order to distribute and sell modified risk tobacco products. Definesamodified risk tobacco
product as: (1) aproduct whose |abeling/advertising includes descriptors such as“light,” “mild,” or “low”, or that claims explicitly or implicitly
that the product reduces the risk of tobacco-related disease or reduces exposure to a substance; or (2) a product for which the manufacturer has
taken any other action directed at consumers such that they would be reasonably expected to believe that the product reduces risk or exposure.
Authorizes FDA to approve amodified risk product claim if the manufacturer demonstrates that the product, asit isactually used by consumers,
will significantly reduce harm to individual tobacco users and benefit the health of the population asawhole. In addition, FDA is authorized
to approve a product that makes an exposure-reduction claim for a five-year period (renewable), based on an application containing certain
specified types of information. Requires FDA to make modified risk product applications available for public comment and to refer them to the
Tobacco Products Scientific Advisory Committee (see below) for review. Establishes other conditions for approval, including the requirement
that modified risk product advertising and |abeling enabl e the public to comprehend the product’ srisk in the context of all tobacco-related health
risks. Permits FDA to require that manufacturers of approved modified risk products comply with other advertising and promotion requirements.
Requires manufacturers of approved modified risk products to conduct postmarket surveillance. Permits FDA to withdraw approval, after an
opportunity for an informal hearing, if it is determined that the modified risk claim is no longer valid. Requires FDA, within two years and in
consultation with the Institute of Medicine and other experts, to issue regulations or guidance on the scientific evidence required for ng
modified risk tobacco products. [Note: Products for treating tobacco dependence, including cessation products, are not modified risk products
and are subject to the requirements of FFDCA Chapter V]
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FDA Taobacco Regulatory Authority
(Federal Food, Drug, and Cosmetic Act, Chapter |X)

Judicial review

Establishes procedures for judicial review of: (1) aregulation establishing, amending, or revoking a performance standard; or (2) adenial of an
application for premarket approval. [Note: These provisionsare similar, with modifications, to thejudicial review provisionsin FFDCA Section
517. Under Section 517, FDA must demonstrate that its actions are supported by “substantial evidence on the record taken as a whole.”
However, S. 625 requires the agency to meet the less stringent standard of demonstrating that its actions are not “ arbitrary, capricious, an abuse
of discretion, or otherwise not in accordance with law.”]

Equal treatment of retail
outlets

RequiresFDA toissueregulationsrequiring retail outlets whose predominant businessis selling tobacco productsto comply with any advertising
restrictions applicable to retail outlets accessible to individuals under age 18.

Federal Trade Commission
jurisdiction

Nothing in this act (except where expressly provided) limits or diminishes the existing authority of the FTC to regulate the advertising, sale, or
distribution of tobacco products. Requires the Secretary and the FTC Chairman to coordinate their tobacco regulatory activities.

Congressional review

Provides for congressional review of any rule promulgated under the authority discussed above, pursuant to 5 U.S.C. 801 et seq.

Ingredient and smoke
congtituent testing

Mandates new FDA regulationsfor thetesting, reporting, and public disclosure of tobacco product ingredients and smoke constituents, by brand
and sub-brand, to protect the public health.

Preemption of state and
local laws

Generally preserves state and local authority to regulate and tax tobacco products, but preemptsall state and local requirementsthat relate to the
following provisionsin this Chapter: performance standards; premarket approval; adulteration; misbranding; registration; reporting; GMPs; and
reduced risk products. Does not preempt state and local requirements relating to the sale, use, advertising, and promotion of tobacco products.

Tobacco Products Scientific
Advisory Committee

Within one year, requires the Secretary to establish an 11-member Tobacco Products Scientific Advisory Committee.
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FDA Taobacco Regulatory Authority
(Federal Food, Drug, and Cosmetic Act, Chapter |X)

Nicotine replacement
products

Instructs FDA to: (1) at the request of the applicant, designate nicotine replacement products as fast track products under FFDCA Section 506;
(2) consider approving the extended use of nicotine replacement products for up to six months; and (3) consider the evidence for additional
indications for nicotine replacement products, such as for craving relief or relapse prevention.

User fees

Instructs the Secretary to assess user fees (payable quarterly) on tobacco manufacturers and importers to pay for the cost of FDA tobacco
regulation under this Chapter. Establishesthe percentage of total user fees assessed each fiscal year to be paid by the manufacturersand importers
of each class of product (e.g., cigarettes, cigars, snuff). Capsthe total assessment at $85 millionin FY 2008, $175 million in FY 2009, and $300
million in FY 2010 (adjusted in each subsequent fiscal year to reflect inflation or the change in base pay for federal workersin Washington DC,
whichever isgreater). Requires each manufacturer and importer of agiven class of tobacco product to pay an amount in proportion to its market
share.

Ilicit tobacco trade

Requirestobacco product label s, packaging, and shipping containersto bear the statement: “ Sale only allowed inthe United States.” Within nine
months, requires the Secretary to issue regulations regarding the establishment and maintenance of records by any person who manufactures,
processes, transports, distributes, packages, holds, exports, or imports tobacco products. Prohibits the Secretary from requiring retailers to
maintain records of individual customer purchases. Grantsthe Secretary accessto all recordsif thereisreason to believe that a tobacco product
ispart of anillicit trade or smuggling or is a counterfeit product. Requires tobacco product manufacturers and distributors with knowledge of
illegal transactions to promptly notify the Attorney General. Requires the GAO to study and, within 18 months, report on cross-border trade
of tobacco products (includingillicit trade) and tobacco advertising that is broadcast, transmitted, or distributed fromthe United Statesto another
country.

FDA Final Tobacco Rule (August 28, 1996)

Requires the Secretary within 30 days to publish the 1996 FDA tobacco regulations (minus the labeling provisions in Subpart C) asafinal rule
and provide an opportunity for public comment. The final rule shall become effective no later than one year after enactment of this act.
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FDA Taobacco Regulatory Authority
(Federal Food, Drug, and Cosmetic Act, Chapter |X)

Tobacco Product Label and Advertising Warnings

Amends the existing federal labeling laws for cigarettes and smokel ess tobacco products® to require new, explicit health warning labels in bold
type.” Authorizes the Secretary to revise warning labels in order to promote a greater public awareness of the risks of tobacco use. Exempts
tobacco-product exports from the new labeling requirements. Retailers that are supplied with tobacco products in violation of these labeling
requirements are not liable, provided they do not sell or distribute such products. Authorizes the Secretary to determine whether cigarette
advertising and package labels should include information on tar and nicotine yield, as well asthe levels of other smoke constituents. Permits
states to regulate the time, place, and manner, but not the content, of cigarette advertising and promotion.

a. (i) Federal Cigarette Labelingand Advertising Act (15 U.S.C. 1331), (ii) Comprehensive Smokel ess Tobacco Health Education Act (15 U.S.C. 4401). TheFederal Trade Commission
(FTC) administersthe cigarette labeling law, and administers and enforces the smokel ess tobacco labeling law. The Justice Department enforces the cigarette labeling law.

b. For cigarette packaging and advertising, the new labels read: (i) WARNING: Cigarettes are addictive; (ii) WARNING: Tobacco smoke can harm your children; (iii) WARNING:
Cigarettes cause fatal lung disease: (iv) WARNING: Cigarettes cause cancer; (v) WARNING: Cigarettes cause strokes and heart disease; (vi) WARNING: Smoking during
pregnancy can harm your baby; (vii) WARNING: Smoking can kill you; (viii) WARNING: Tobacco smoke causes fatal lung disease in nonsmokers; (ix) WARNING: Quitting
smoking now greatly reduces serious risksto your health. For smokeless tobacco packaging and advertising, the new labelsread: (i) WARNING: This product can cause mouth
cancer; (i) WARNING: This product can cause gum disease and tooth loss; (iii) WARNING: This product is not a safe alternative to cigarettes; (iv) WARNING: Smokeless
tobacco is addictive.



