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March 22, 2010

Ms. Cristi Stark

Center for Tobacco Products

Food and Drug Administration

9200 Corporate Boulevard, Room 120L
Rockville, MD 20850-3229

Dear Ms. Stark:

On behalf of our organizations, we are pleased to offer the following comments to
the Tobacco Products Scientific Advisory Committee. The Food and Drug
Administration’s determination of what action to take with regard to menthol and
menthol tobacco products will be guided by Section 907 of the Family Smoking
and Tobacco Prevention Act. This will be the first time that FDA applies the
“public health” standard as set forth in Section 907 of the statute and will
establish a precedent for how the “public health” standard is to be applied in
future comparable situations.

According to Section 907(e) of the Family Smoking and Tobacco Prevention Act,
the FDA Tobacco Science Advisory Committee is required to review “the impact
of the use of menthol in cigarettes on the public health.” FDA is authorized to
issue a tobacco product standard if the Secretary “finds” that a product standard
“is appropriate for the protection of the public health.” Section 907(a)(3)(A).

While Section 907(a)(3)(B) and 907(b) instruct FDA to “consider” a number of
other factors, it is the Secretary’s “finding” that a proposed tobacco product
standard “is appropriate for the protection of the public health” that governs
whether a proposed tobacco product standard may be adopted.

One issue FDA will need to resolve is what the statute requires FDA to “consider”
and what the statute requires FDA to “find” in determining whether a product
standard should be issued with regard to menthol.

Lorillard Tobacco, the largest manufacturer and marketer of menthol tobacco
products has already attempted to narrow what is meant by the phrase
“appropriate for the protection of the public health” to whether individual smokers
show a differing health risk compared to users of non-menthol tobacco products
and whether individual smokers of menthol smokers have comparable cessation
rates.

This is a distortion of what the statute requires. Under the Family Smoking
Prevention and Tobacco Control Act, FDA is authorized to review and consider
the evidence regarding the role of menthol added to tobacco products by the
tobacco manufacturers related to:



e the toxicity/harm/disease risk of the product to tobacco users
e the addictiveness of the product to tobacco users

e Initiation, including among non-users

e Cessation or Relapse, including among former users

And, at least as long as tobacco products cause harm, Section 907 authorizes
FDA to issue a proposed product standard to promote the public health by
prohibiting tobacco companies from adding ingredients or taking other steps that
increase the number of new smokers and those who relapse as well as
decreases the number of people who are able to quit.

Background

The plain language of the statute requires FDA to consider the impact of the use
of menthol on the “public health”, including such use among children, African
Americans, Hispanics, and other racial and ethnic minorities.” The Public Health
standard is one that focuses more broadly than on current tobacco users.

The statute provides further guidance to the FDA. FDA is also instructed to
address the considerations listed in Section 907 (a)(3)(B)(i) and (b).

Section 907(a)(3)(B)(i) states that in considering what is appropriate for the
protection of the public health, the FDA shall consider scientific evidence
concerning:

e The “risks” and “benefits” to the population as a whole, including users
and non-users of tobacco products;

e The increased or decreased likelihood that existing users of tobacco
products will stop using such products; and

e The increased or decreased likelihood that those who do not use tobacco
products will start using such products.

Section 907(b) states that the Secretary “shall consider” information submitted
“regarding the technical achievability of compliance” with a proposed standard
and “information concerning the countervailing effects” of a proposed product
standard.

The relevant provisions of Section 907 are consistent with the “Purposes” section
of the legislation that states that it is Congress’ intent to give FDA authority, inter
alia, to address issues relating to

e “dependence on tobacco” and



e that “promote cessation to reduce disease risk”.
Pub. L. No. 111-31 (June 22, 2009), section 3.

The additional considerations in section 907(a)(3)(B)(ii) do not alter the
requirement that FDA is authorized to act whenever it “finds” that a proposed
standard “is appropriate for the protection of the public health.”

The Section 907 tobacco “public health” standard differs from the traditional
standard of review for FDA and the requirement that human drugs and medical
devices be “safe” and “effective.” The drug and device safety standard focuses
on the risks and benefits to the individual using the drug, but there is generally no
occasion to consider risks to other individuals. The same is true of other
standards in the Federal Food, Drug and Cosmetic Act (FFDCA), such as the
requirements governing food and food additives. These standards focus on the
“safety” to the individual using the product, and there is no requirement that the
FDA look at other members of the population because the products are not
expected to have any impact beyond its users. The one exception is animal
drugs, where the agency, in deciding whether a drug is safe, must consider “the
cumulative effect on man or animal of [the] drug.” FFDCA section 512(d)(2)(B),
21 U.S.C. 360b(d)(2)(B).

The basic requirement of the public health standard in section 907 is that the
agency is instructed to look at the entire population. As the statute states, FDA is
instructed to consider the beneficial and detrimental health effects on tobacco
users as well as persons who do not use tobacco but may be more or less likely
to use tobacco products in the future as a result of any proposed standard. This
means FDA is both authorized and required to review the evidence concerning
the impact of an ingredient, like menthol, that is added to a tobacco product on
the risk and/or rate of initiation and risk and/or rate of relapse of a former tobacco
user.

The argument that the public health standard in Section 907 only permits FDA to
consider whether an ingredient or constituent increases the toxicity or disease
risk to tobacco users is also inconsistent with the ban on cigarettes with
“characterizing flavors” in Section 907(a). The ban on “characterizing flavors”
was not based on Congress’ conclusion that these products increase the risk of
disease among tobacco users. It was based on Congress’ conclusion that these
products appeal to young people, therefore may increase initiation.

Application of Public Health Standard to Section 907 for the purpose of
dealing with menthol:

This means that in addressing the menthol issue the mandate to “protect the
public health” obligates the FDA to look at the impact of any proposal on the
entire population, including current users, never users and former users.



To accomplish this goal the FDA must necessarily look at both the impact of the
product on current smokers and the impact of the product on prospective and
former smokers. It is not possible to comply with the public health mandate
without also examining product characteristics that impact the number of users.

Thus, in conducting its evaluation of what action, if any, to take with regard to the
menthol added to tobacco products, FDA'’s scientific inquiry should consider
whether the added menthol:

e Increases the toxicity/harm/disease risk of the product and/or exposure to
harmful ingredients or constituents

e Increases the addictiveness of the product or leads to more rapid
addiction

e Increases or is likely to increase initiation
e Decreases or is likely to decrease cessation

In evaluating the overall public health impact of a proposed standard regarding
menthol on the population as a whole, FDA should also “consider” both the
anticipated beneficial and the anticipated countervailing effects of the proposed
standard.

Role of Marketing

The impact of menthol in tobacco products should not be addressed in isolation
from the marketing of menthol products. To fully address the problems caused
by menthol tobacco products, it is important to understand and evaluate both the
impact of menthol in the product and how menthol products are marketed and to
address both issues in determining what action should be taken to best protect
the public health. This marketing, often targeted at minority communities, has
been instrumental in the use of menthol products and in the disproportionate use
of menthol products by minority groups.

Since the 1960s, the tobacco industry has developed specific strategies to addict
African Americans to menthol cigarettes, including capitalizing on misperceptions
about menthol cigarettes being healthier, piggy-backing on popular African
American cultural references, and forming close relationships with smaller
neighborhood tobacco outlets to improve advertising and sales.’ Through
market research and aggressive advertising, the industry has successfully
penetrated this population. Eighty-four percent of all African American smokers
smoke menthol cigarettes, as compared to 24 percent of all Caucasian
smokers.? The industry’s “investment” in the African American community has
had a destructive impact: African Americans suffer the greatest burden of
tobacco-related mortality of any ethnic or racial group in the United States.>



Research shows that cigarette company advertising and other marketing efforts
greatly influence tobacco use initiation among adolescent non-smokers and
maintenance among those youths who have already become regular smokers.*
More than 80 percent of all smokers start before the age of 18 and, not
surprisingly, the vast majority of kids smoke the three most heavily advertised
brands. >'® One of these heavily advertised brands, Newport, is the cigarette
brand leader among African American youth in the United States.’ Eight out of
every ten black youth smokers smoke Newport cigarettes.®

The tobacco industry has historically targeted the African American community
through intense advertising and promotional efforts, especially at the community

level.

A 2008 study of retail outlets in California found that the number of
cigarette ads per store and the proportion of stores with at least one ad for
a tobacco sales promotion are increasing more rapidly in neighborhoods
with a higher proportion of African Americans.®

An article reviewing studies spanning from 1924 to 2002 found that there
were 2.6 times more tobacco advertisements per person in areas with an
African American majority compared to white-majority areas. In addition,
the odds that billboards were tobacco-related in African American
communities were 70 percent higher than in white communities.*°

African American communities have been bombarded with cigarette
advertising. Since the MSA, the average youth in the United States is
annually exposed to 559 tobacco ads, every adult female 617
advertisements, and every African American adult 892 ads.*

There are more interior and exterior tobacco advertising in retail outlets in
low-income communities and communities with larger African American
populations.*?

Expenditures for magazine advertising of mentholated cigarettes, popular
with African Americans, increased from 15 percent of total tobacco
magazine ad expenditures in 1998 to 50 percent in 2005.%3

In the two years after the Master Settlement Agreement (MSA) in
November 1998, the average annual expenditures for Newport in
magazines with high youth readership increased 13.2 percent (from $5.3
to $6.0 million).*

A study looking at magazine advertising between 1998 and 2002 found
that Black magazines were almost 10 times more likely to contain
advertisements for menthol cigarettes compared to White magazines.*™

Additionally, before the MSA’s ban on tobacco billboard advertising in
1999, there were higher densities of tobacco ad billboards in ethnic
communities than in predominantly white communities.*®



The ubiquitous tobacco marketing in minority communities is characterized by
slogans, messages, and images that have a great appeal in the black community
and that depict African Americans using tobacco in an appealing light. Cigarette
ads portray images of African American smokers who are happy, confident,
successful and wealthy, in love, attractive, strong and independent.*” The
tobacco industry has used symbols and events held in high esteem by
community members as another tactic to reach this community.*®

In 2004, Brown & Williamson started an ad campaign for their Kool brand
cigarettes clearly aimed at youth, and African American youth, in particular. The
Kool Mixx campaign featured images of young rappers, disc jockeys and dancers
on cigarette packs and in advertising. The campaign also included radio
giveaways with cigarette purchases and a Hip-Hop disc jockey competition in
major cities around the country. The themes, images, radio giveaways and
music involved in the campaign all clearly have tremendous appeal to youth,
especially African American youth. Simultaneously, Brown & Williamson
promoted a new line of cigarette flavors like Caribbean Chill, Mocha Taboo, and
Midnight Berry using images of African Americans and themes attractive to
African American youth. These cigarettes were promoted through dance clubs
and hip-hop music venues.

The targeting of African American communities by menthol and other tobacco
brands may be intensified by the increased reliance by tobacco companies on
marketing at the point of sale. As advertising on television, on billboards, and in
magazines has declined or even disappeared (in the case of television) the
importance of advertising in and on the outside of retail outlets has grown
dramatically. Studies have shown interior and exterior tobacco advertising is far
more prevalent in predominantly minority, low-income communities than in non-
minority, higher income communities.*®

The aggressive advertising of these mentholated brands by the major cigarette
companies seems to have paid off. Menthol cigarettes are highly attractive to
younger teens and can be considered a starter product.”* Among adult and teen
African American smokers, the most popular brands are Newport, Kool, and
Marlboro. However, while about 42 percent of black adults smoke Newport, 80.4
percent of black kids smoke this brand. Newport also appears to be more
attractive to youth than to adults in the general population. While 23 percent of
12-17 year old smokers prefer Newport, just 17.8 percent of 18-25 year old
smokers and only 8.7 percent of smokers over age 25 prefer Newport.?*

Conclusion

The Tobacco Science Advisory Committee’s consideration of menthol and
menthol tobacco products is extremely important. Congress mandated that the
menthol issue be a priority because of its wide spread use among the African
American community and concern about its impact on the number of people who
die from tobacco use. The concern focuses both on the product and the impact



of its marketing. Menthol does not appear naturally in tobacco products. It is
added knowingly and intentionally by manufacturers and menthol tobacco
products are heavily promoted, especially in African American and low income
communities.

The Tobacco Science Advisory Committee’s consideration is also important
because it represents the first time the FDA will apply the Section 907 “public
health” standard. While it is the responsibility of the Science Advisory Committee
to apply the science to the questions put to it, it is the responsibility of the FDA to
set forth the parameters of the questions the Science Advisory Committee is to
consider. It is vital that those parameters be set forth clearly and unambiguously.
How the FDA sets forth those parameters in the case of menthol will set a
precedent for its actions in future comparable situations.

Respectfully submitted,
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American Heart Association
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