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To Whom It May Concern:

When the U.S. Food and Drug Administration (FDA) attempted to assert jurisdiction over tobacco products in
1996 and issue the related tobacco rule (which was blocked by the courts), it took those actions based on a
comprehensive analysis of available data and research on the effectiveness of the various measures available
to prevent and reduce tobacco use and its harms. Since then, tobacco use levels in the United States have
declined somewhat, but the problem remains unacceptably large and, despite extensive government efforts, is
not being reduced sharply or rapidly enough.

Since 1996, substantial amounts of new research and data have appeared regarding the character of the
problem, the inadequacy of existing efforts to reduce it, and how tobacco use and its harms can be addressed
more effectively. In particular, this new research and information provide additional support not only for the
reinstitution of the 1996 tobacco marketing rule, but for all the provisions in the new FDA tobacco law.

These comments provide a summary of some of this new research and data because Congress relied on
much of this new data in enacting the Act and because the new data provides substantial objective scientific
support for the remedial measures in the Act.

Tobacco Use is a Unique Public Health Problem

Smoking and other tobacco use cause more premature deaths than alcohol, AIDS, suicides, murders, traffic
accidents, fatty foods, and illegal drugs, combined.’ One reason for that disproportionately large toll of death
and disease is that tobacco products are unlike any other products that are marketed and sold in the United
States for human consumption. Besides being highly addictive, personal use typically begins before a user
reaches legal age. Tobacco products are also unique in that they are the only consumer product that kills one
out of two users when used exactly as intended.? Unlike other consumer products, there is no beneficial or
safe way to use or consume tobacco products — and there is no way to educate or instruct consumers so that
they can smoke or otherwise use tobacco products safely.

The Remedial Measures Contained in the Family Smoking Prevention and Tobacco Control Act are
Necessary because Tobacco Use Continues to be a Major Public Health Disaster

While progress has been made over the past several decades in the United States in terms of reduced
smoking rates among both adults and children, that progress has been too small and too slow.
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» Currently, approximately forty-six million adults (20.6%) are addicted smokers, and approximately three
and a half million high-school age youth (one out of every five) are current smokers.

» More than 8.5 million people currently suffer from smoking-caused illness and disease.

» More than 400,000 people die prematurely each year because of their own smoking, with tens of
thousands of additional unnecessary deaths from exposure to secondhand smoke.

» If current trends are not improved, approximately six million youth alive today will grow up to die
prematurely from smoking.

» Smoking-caused healthcare costs total close to $100 billion each year, with government health programs
(e.g., Medicaid) accounting for roughly half of those smoking-caused health expenditures.

» Productivity losses just from useful worklives being shortened by smoking-caused early death also total
approximately $100 billion, with massive additional economic losses from productive worklives curtailed
even further by smoking-caused illness or disability, from smokers taking more sick days than nonsmokers,
and from smokers being less productive when on the job, thanks to cigarette breaks and their generally
worse health.

» Social Security Survivors Insurance payments to support the more than 300,000 youth who have lost at
least one parent to smoking-caused death totals more than $2.5 billion per year.

» Every day, on average, another 1200 people die from smoking. But on that same day, more than 3500
young children try their first cigarette, and another thousand youths become new addicted smokers.?

As detailed in the 2004 United States Surgeon General’s Report, The Health Consequences of Smoking,
“Smoking harms nearly every organ of the body, causing many diseases and reducing the health of smokers in
general,” causing at least ten different types of cancer, four different types of cardiovascular disease,
numerous respiratory diseases and harms, pregnancy complications and reproductive disorders (including
stillbirths and fetal deaths), as well as a host of additional disorders ranging from peptic ulcers to hip fractures,
and cataracts, and also contributing to or exacerbating numerous other diseases and medical conditions.*

Adding to this burden are the costs, suffering, disease, and premature deaths caused by other forms of
tobacco use besides cigarette smoking. A 1986 Surgeon General’'s report documented the health risks from
smokeless tobacco use, and since then, many subsequent studies have reached the same conclusion —
despite not being smoked, smokeless tobacco in all its varying forms cause several types of cancer and other
cardiovascular problems.®

While the trends in smoking rates have been generally positive over the past several decades, some recent
trends are quite worrisome. Adult smoking prevalence has been on the decline since the mid-1990s, but the
trend has leveled out in the last few years and actually increased, although not statistically significantly, in
2008.° Similarly, youth smoking declines have also flattened in recent years, showing no significant change
between the last two years of the survey.’

Trends in taxed sales show that while cigarette consumption is on the decline, sales of other tobacco products,
particularly smokeless (snuff) tobacco, cigars, and roll-your-own (RYO) tobacco, have been increasing. In
2008, national sales of cigarettes declined by 4.2% while snuff tobacco sales increased by two percent, small
cigar sales increased by 14.6%, large cigar sales increased by 4.8%, and RYO tobacco sales increased by
14.9% compared to the year before.®? According to the 2008 National Survey on Drug Use and Health, more
than 3,500 kids under 18 years old try cigars each day — only slightly lower than the number of under-18 kids
who try smoking cigarettes each day (roughly 3,800).° The increase in cigars and smokeless tobacco products
available in flavors attractive to kids, such as cherry, grape, and chocolate, also make the growing trends in
use more troublesome.™
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Tobacco Use and Harms Could Be Quickly and Sharply Reduced Well Below Current Levels

While the nationwide smoking rate is slightly above 20 percent among adults, and the prevalence of past
month smoking among high school students is 20 percent, state-specific smoking rates for adults are as low as
9.2% (Utah) and 14.8% (New Jersey) and go as low as 7.9% (Utah) and 10.6% (Washington, DC) among high-
school-age youth. In addition, some cities have even lower rates, such as New York City, with an adult
prevalence rate of 15.8% in 2008. Similarly, while smokeless tobacco use ranges as high as 27% among male
youth in West Virginia, smokeless rates go as low as 6.6% for male youth in Nevada.*

There is substantial evidence that tobacco use rates can be reduced substantially below the current level. For
example:

» The National Cancer Institute concluded in 2003 that there has been no epidemiological evidence that the
annual quit rate in the U.S. is falling or that levels of dependence have increased.*?

» CDC'’s National Health Interview Survey (NHIS) shows a steady increase in smoker quit intentions despite
ongoing smoking declines. For example, in 2001, 40.6% of current adult smokers reported that they had
stopped smoking for at least one day during the previous 12 months because they were trying to quit
smoking. In 2005, 42.5% of current smokers reported such quit attempts, and in 2006 that measure of
smoker quit attempts increased to 44.2%. While the percentage of current smokers who stopped for at
least one day dropped to 39.8% in 2007, it increased again to 45.3 percent in 2008.*

» In California, the adult smoking rate has steadily declined to only 14.0% — well under the national adult
smoking rate of 20.6% and lower than any other state but Utah.* But there has been no related decrease
in the percentage of California smokers who are interested in quitting. In fact, between 2000 and 2005, the
proportion of CA smokers who were thinking about quitting in the next 30 days increased from 38% to 44%,
and threles—quarters of California smokers said in 2005 that they were thinking about quitting in the next six
months.

» The infrastructure for providing smokers who want to quit with assistance is much stronger today than it
was even just a few years ago. For example, each and every state now has a quitline in place with a single
nationwide number (1-800-QUIT-NOW) that adult smokers who want to quit can call to get free cessation
guidance and assistance. While the cessation infrastructure has appeared only recently, it is well-
established that quit lines help to increase adult quit rates.!’ In addition, the number of states providing
some smoking cessation assistance through Medicaid programs has grown from 34 states plus DC in 2000
to 44 states plus DC in 2007, and many of the states offering cessation coverage in 2000 now offer much
more comprehensive assistance.'® More private insurers are also covering cessation assistance.*® For
example, the Addressing Tobacco in Managed Care survey found that from 1997 to 2002 the percentage
of plans providing face-to-face cessation counseling increased from 26.6 to 41.1 percent and the number
providing full coverage for any cessation pharmacotherapy tripled from 25 percent to nearly 89 percent —
and these gains have continued. ?° This expansion of cessation coverage through Medicaid and private
insurers has further strengthened the cessation infrastructure in the United States, making it more likely
than in past years that adults prompted to quit will be able to do so.

As the California data suggest, it is likely that interest in quitting among the smoking population actually
increases as smoking becomes less prevalent, less visible, and less acceptable. Lower smoking rates means
fewer smoking role models, fewer smoking peers, fewer smoking cues, and thereby less support for continued
smoking. In addition, state cigarette tax increases and the growing number of smoke-free laws have already
made smoking more costly and less convenient for many smokers. These combined initiatives not only provide
a strong statement about smoking’s social unacceptability but create additional pressures to make more
smokers more likely to quit.

The benefits from reducing smoking and other tobacco use rates well below current levels are enormous. For
example, each additional percentage point decline in adult, youth, and pregnant women smoking rates that
government efforts are able to achieve produces enormous public health and economic benefits including:
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¢ More than 600,000 adults prevented from dying prematurely from smoking.

e More than 55,000 high school age youth — and more than one hundred thousand younger kids —
saved from growing up to die early from smoking.

e More than 40,000 fewer smoking-affected births each year.
e More than $35 billion in reduced future smoking-caused healthcare costs.?*

Conversely, each percentage point decline in smoking rates that government efforts fail to achieve, or that is
significantly delayed, allows similarly massive public health harms and costs to continue unnecessarily.

Government Efforts to Prevent and Reduce Tobacco Use and Its Harms Have Been Substantial, But
Much More Aqgressive and Comprehensive Government Action is Needed.

Over the years the federal and state governments have made significant efforts to reduce tobacco use. They
have raised taxes. They have implemented strong new laws to prohibit smoking in workplaces and other
public places, including restaurants and bars. As a result, more than half of the U.S. population now lives
under strong state or local smoke-free laws.??

Prevention efforts have also paid dividends, but have left much to be accomplished. Since 1996, government
spending on tobacco prevention has also increased, with state funding rising from almost nothing in 1996 to
more than $500 million per year after the states began receiving tobacco settlement payments from U.S.
cigarette companies.®

The US has also tried to better inform the public and to discourage tobacco use through three different
variations of increasingly strong warning labels. In 1965, the federal government first established federally
required warning labels on cigarette packages; revised them in 1969 and revised them again in 1984. Similar
text-only warning labels on smokeless tobacco products were first established in 1986. Yet, multiple studies
have shown that the current warning labels are no longer effective.

Prior efforts to reduce tobacco marketing have also been tried and have paid some dividends but have
repeatedly been shown to be inadequate. In 1971, Congress passed the federal law making advertisements of
cigarettes on television or radio illegal, and a similar law relating to smokeless tobacco products passed in
1986. In 1998, the states entered into a binding agreement (the Master Settlement Agreement) with the major
tobacco manufacturers to settle lawsuits that the states had brought against them. These settlement
agreements also required payments to the states and to a new tobacco control foundation (The American
Legacy Foundation). The payments to the states have led to some increased funding for new tobacco
prevention efforts, but have not brought about fundamental change because the agreements do not require
that any of the funds be used for tobacco prevention.*

Many states have also passed tobacco control laws since 1996 in an effort to reduce tobacco use among
children, ranging from total or partial bans on free samples and vending machines, to requirements that
cigarettes not be sold loose or in packs of less than 20.%* Despite these efforts, court findings and recent
studies have demonstrated that these efforts have been inadequate to stop the tobacco companies from
marketing in ways that attract and appeal to children and that children are still exposed to tobacco marketing
on a regular basis.

The evidence presented to Congress on the need for more aggressive action to address tobacco use was
clear and overwhelming. This is why Congress passed the new FDA tobacco law, re-implemented the 1996
Tobacco Rule, and gave FDA authority to take additional action to regulate tobacco products and restrict their
marketing. Indeed, some of the resilience of tobacco use rates in the United States over the past decades is
not only a result of the highly addictive nature of tobacco products, but from the massive increases in tobacco
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company marketing and promotional efforts and the tobacco companies’ ability to get around existing
marketing restrictions to promote smoking and other tobacco use.

Tobacco Product Marketing Continues to be a Major Problem Despite Prior Government Efforts

There is compelling evidence that tobacco industry marketing and advertising increases tobacco use initiation
among youths and young adults, increases overall consumption, is misleading and reduces cessation among
youth and adult users. While the MSA placed some restrictions on tobacco marketing and promotion, the MSA
has been limited in its effectiveness because it does not address many important matters, and some of the
matters it does address are not covered adequately. Some tobacco companies have even been found to
violate some of the MSA’s marketing restrictions.?

The evidence regarding the impact of tobacco marketing has grown significantly beyond that cited by the FDA
in support of its 1996 Tobacco Rule. Numerous studies have demonstrated that exposure to tobacco
marketing impacts potential new users, the majority of whom are young people, to try tobacco and become
long-term addicted customers.?” While there are many important new sources, the conclusions of the National
Cancer Institute (NCI) Monograph that summarized the evidence on tobacco use and tobacco marketing merit
particular attention. The comprehensive report, released by NCI in 2008, found that “the evidence base
indicates a causal relationship between tobacco advertising and increased levels of tobacco initiation and
continued consumption” and that even brief exposure to tobacco advertising influences adolescents’ attitudes
and perceptions about smoking as well as their intentions to smoke.?®

This 2008 report adds to findings from an earlier NCI report from 2001 which concluded that “the conclusion
that there is a causal relationship between tobacco marketing and smoking initiation seems unassailable.”*
Additional findings regarding the relationship between tobacco marketing and smoking initiation include:

e A study published in the December 2006 issue of Archives of Pediatrics and Adolescent Medicine
found that exposure to tobacco marketing more than doubles the odds that children under 18 will
become tobacco users. The researchers also found that pro-tobacco marketing and media depictions
lead children who already smoke to smoke more heavily, increasing the odds of progression to heavier
use by 42 percent.*

e A 2002 study in the Archives of Pediatric and Adolescent Medicine found that receptivity to tobacco
advertising had a significant impact on each step of the progression from non-smoking to established
regular smoking. The biggest impact was on influencing non-susceptible youth to becoming
susceptible to smoking.**

e Alongitudinal study of teenagers in the Journal of the American Medical Association showed that
tobacco industry promotional activities influenced previously non-susceptible non-smokers to become
susceptible to or experiment with smoking.*

While the tobacco industry claims that it does not market to children, many of the colors, images and themes
used in tobacco advertisements and promotional materials appeal to youth. In 1994, the Institute of Medicine
(IOM) concluded that images used in tobacco product advertising and promotion convey the message that
tobacco use is desirable and create positive feelings towards smoking. Tobacco marketing often includes
young, physically active, and attractive models which suggest that tobacco use is safe, healthful and a widely
practiced behavior and falsely associates tobacco use with youth, energy, and sex appeal.** These themes
and images resonate with youth and can satisfy adolescents’ need to be popular, feel attractive, take risks and
avoid or manage stress. As a result, according to the IOM, “tobacco advertising and promotion undoubtedly
contribute to the multiple and convergent psychosocial influences that lead children and youths to begin using
these products and to become addicted to them.” **

In addition to increasing youth smoking initiation, the evidence indicates that the amount of advertising actually
impacts tobacco consumption. While the tobacco industry has argued that the primary purpose of its
advertising is to maintain brand loyalty and keep current consumers from switching to another tobacco product,
data show that there is a positive correlation between the amount of advertising and overall tobacco
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consumption.®® Tobacco company internal documents also indicate that their advertising does more than just
influence brand loyalty and brand switching.*® In addition, research suggests that brand switching by itself
justifies only a small percentage of a cigarette company’s advertising and promotion expenditures.®’

Tobacco marketing also maintains and increases tobacco use among current tobacco users by providing
smoking cues for current smokers. Studies show smokers of all ages have an increased desire to smoke
when presented with smoking-related images, such as someone smoking or a cigarette pack, or other items
associated with smoking.** Studies have also found that tobacco advertisements may reduce current
smokers’ willingness to quit and provoke former smokers to resume their habit.*°

The evidence clearly demonstrates that exposure to the type of images that the tobacco industry’s marketing
continues to project is associated with a greater likelihood of smoking initiation and increased tobacco
consumption. The limitations on advertising in publications with significant teen readership as well as outdoor
and point-of-sale advertising, except in adult-only facilities, to black-text on white background is a reasonable
and necessary approach that promotes the government’s interest in reducing tobacco use based upon the
available evidence. The IOM specifically endorsed the black-and-white, text only approach in its 2007 report.**

Specific types of tobacco industry marketing, such as advertising and promotion in the retail environment,
tobacco brand sponsorships, and tobacco promotional items, increase tobacco use initiation and overall
tobacco consumption. It is clear that the tobacco industry recognizes the importance of influencing consumers
at the moment of purchase by the amount spent on product packaging and marketing in the retail environment.
In recent years, tobacco companies have significantly stepped up their marketing efforts in the retalil
environment, or point-of-purchase. Point-of-purchase tobacco advertising consists of cigarette and smokeless
tobacco ads located inside, outside, and on the property of convenience stores, drug stores, gas stations, and
other retail sales outlets. The tobacco companies significantly increased their point-of-sale advertising after
the state tobacco settlements’ ban on tobacco billboards went into effect in April 1999.%? In 2006 (the latest
year for which data are available), the cigarette companies spent over $242 million on point-of-sale advertising,
a 33.1 percent increase from 2005. In 2006, smokeless tobacco companies spent over $20.8 million on this
type of advertising.*®

Several studies have documented the increasing pervasiveness of tobacco promotion in retail outlets. For
example, in one survey, eighty percent of retail outlets had interior tobacco product advertising, 60 percent had
exterior tobacco product advertising, and over 70 percent had tobacco product functional items, such as
display racks, counter mats, entrance and exit signs, and change cups; and forty percent of retailers that also
sell gas had tobacco product advertising in the driveway and parking lot area.** Another survey found that the
average retail outlet had 25 pieces of in-store cigarette advertisements, alone; and another found more than
3,000 cjlgarette ads in just 184 stores, with nearly one-third of those stores being within 1,000 feet of a

school.

Unfortunately, the massive amount of tobacco product advertising and marketing at retail outlets maintains
tobacco use rates among adults and increases youth initiation. For example, a study published in the May
2007 Archives of Pediatrics and Adolescent Medicine, the first national study to examine how specific
marketing strategies in convenience stores and other retail settings affect youth smoking, concluded that the
more cigarette marketing teens are exposed to in retail stores, the more likely they are to smoke. Specifically,
the study found that retail cigarette advertising increased the likelihood that youth would initiate smoking, and
cigarette promotions increased the likelihood that youth will move from experimentation to regular smoking.*°

An earlier study of middle-school youth concluded that those who visited convenience stores and similar retalil
outlets at least weekly and were, therefore, more exposed to retail tobacco marketing, had a 50 percent
greater odds of ever smoking compared to kids who went to such retail stores less frequently.*” Similarly, a
2009 study found that more frequent visits to stores selling tobacco and greater awareness of cigarettes sold in
stores increased the likelihood of teenagers being susceptible to initiating, experimenting, or becoming current
smokers.*® These findings, corroborated by other studies, are especially troubling given past findings that
three out of four teenagers shop at a convenience store at least once a week.*

More generally, point-of-purchase tobacco product advertising and displays have been found to increase
average retail tobacco product sales by as much as twelve to twenty-eight percent.®® A recent study found that
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cigarette pack displays at retail outlets stimulate impulse purchases among smokers and that those trying to
avoid smoking commonly experience urges to purchase cigarettes when confronted with these displays,
suggesting that cigarette pack displays undermine intentions to quit among established smokers.* That same
study also found that 25 percent of the surveyed smokers had at least sometimes made an unplanned
purchase of cigarettes in the last 12 months as a result of seeing point-of-purchase tobacco product displays.
Similarly, a study based on interviews with persons having just bought cigarettes at retail outlets with point-of-
purchase displays found that more than one out of five of the purchases were unplanned.>?

In addition to point-of-purchase advertising, research suggests that tobacco promotional items and tobacco
brand sponsorships impact youth smoking.>® According to one study, adolescents who own a tobacco
promotional item and can name a cigarette brand whose advertising attracted their attention are twice as likely
to become established smokers as those who do neither.®* Another study found that that exposure to tobacco
brands via event and sport sponsorships can increase initiation.">®> While the Master Settlement Agreement
limits tobacco brand-name sponsorships of concerts, events in which any contestants are under 18, and
specific sporting events, it permits each tobacco company to continue a single tobacco-product brand-name
sponsorship of an event not specifically prohibited such as auto racing or rodeo events.

The new requirements in the Family Smoking Prevention and Tobacco Control Act are critically
necessary because Congress properly found that the tobacco industry has a long history of
irresponsible advertising and marketing practices that have not been stopped by the prior efforts of

government

The tobacco industry continues to market their products in ways that appeal to kids. In fact, in August 2006,
U.S. District Court Judge Gladys Kessler released her final opinion in the U.S. Government’s case against
tobacco companies, describing how the tobacco companies continue to target youth with sophisticated
marketing campaigns. According to Judge Kessler,” ... Defendants continue to engage in many practices
which target youth, and deny that they do so. Despite the provisions of the MSA, Defendants continue to track
youth behavior and preferences and market to youth using imagery which appeals to the needs and desires of
adolescents.”®

Here are two recent examples of tobacco industry marketing targeting to kids:

e InJanuary 2007, R.J. Reynolds (RJR) launched a new version of its Camel cigarette, called Camel No.
9, packaged in shiny black boxes with hot pink and teal borders. The name evoked famous Chanel
perfumes, and magazine ads that featured flowery imagery and vintage fashion ran in magazines
popular with both young women and girls, including Vogue, Glamour, Cosmopolitan, Marie Claire and
InStyle. Promotional giveaways included flavored lip balm, cell phone jewelry, tiny purses and
wristbands, all in hot pink.

e Also in 2007, RJR ran a multi-page ad in Rolling Stone magazine (1.5 million youth readers) that
featured numerous cartoon drawings of animals, monsters and images from outer space. Shortly
thereafter, eight state Attorneys General sued the company for violating the MSA. RJR then took down
a website that featured images from the ad and announced that it would cease any advertising of its
cigarettes in magazines.

In addition, according to Federal Trade Commission (FTC) reports on tobacco industry marketing, industry
spending on advertising and promotion has almost doubled since the 1998 Master Settlement Agreement. The
major cigarette companies, alone, now spend about $12.5 billion per year (or more than $34.2 million every
day) to promote their products; and many of their marketing efforts directly reach kids.>" In fact, cigarette
company spending to market their deadly products increased by more than 85 percent from 1998 to 2006 (the
most recent year for which complete data are available).®® Much of the increase in spending is for strategies
that reach and influence vulnerable underage populations. For example, the cigarette and spit-tobacco
companies continue to advertise heavily at retail outlets, like convenience stores where teenagers are known
to frequent. Cigarette companies increased their spending on point-of-sale marketing by more than $60 million
between 2005 and 2006 and spent the bulk of their marketing dollars (90 percent, or $11.2 billion) on
strategies that facilitated retail sales, such as price discounts and ensuring prime retail space.*®
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In her August 2006 Opinion, Judge Gladys Kessler concluded, “As Defendants’ senior executives took the
witness stand at trial, one after another, it became exceedingly clear that these Defendants have not, as they
claim, ceased their wrongdoing or, as they argued throughout the trial, undertaken fundamental or permanent
institutional change.”®® Given the tobacco industry’s history of irresponsible marketing, there is little doubt that
left unchecked the industry will continue these egregious marketing practices. As Judge Kessler concluded,
“there is a reasonable likelihood that Defendants’ RICO violations will continue...”®

Congress acted appropriately and included restrictions based upon a careful examination of the latest
evidence regarding the amount of tobacco industry marketing and its impact on initiation and continued use of
tobacco products. After reviewing the science, Congress accurately concluded that: (1) tobacco marketing has
increased since the 1996 Tobacco Rule and the 1998 MSA; (2) tobacco marketing continues to be effective at
getting kids to smoke and increase overall tobacco consumption; (3) the industry’s egregious and irresponsible
tobacco marketing practices will continue unless further restrictions are implemented; and (4) there is a serious
and substantial need for reinstatement of the1996 Rule.

The restrictions in the Family Smoking and Tobacco Prevention Act directly advance the government’s
legitimate interests because its restrictions and mandates will curtail tobacco product marketing that
has the greatest impact on youth and that misleads consumers and will ultimately reduce tobacco use

Research indicates that restrictions on the advertising and promotion of tobacco products lead to reductions in
the number of children who use and eventually become addicted to these products. Congress found
specifically that the advertising and promotion of tobacco products contained in the 1996 regulation will lead to
a significant decrease in the number of children using and becoming addicted to tobacco products. Recent
research on the impact of marketing restrictions reaffirms the evidence cited by the FDA in support of the 1996
regulation. The previously noted study in the Archives of Pediatrics and Adolescent Medicine found that retail
cigarette advertising increased the likelihood that youth would initiate smoking AND that reducing or eliminating
these retail marketing practices would significantly reduce youth smoking.®* In addition, while the World Health
Organization (WHO) has concluded that a comprehensive ban on tobacco advertising, promotion, and
sponsorship is one of the most effective policy measures to reduce tobacco use, it also found that partial bans
impact tobacco consumption.®®

The 2008 NCI Monograph on tobacco marketing, “The Role of the Media in Promoting and Reducing Tobacco
Use”, the 2007 Report of the President’s Cancer Panel, “Promoting Healthy Lifestyles: Policy, Program and
Personal Recommendations for Reducing Cancer Risk”, and the 2007 Report of the Institute of Medicine on
tobacco, “Ending the Tobacco Problem: A Blueprint for the Nation”, all found that more needs to be done to
reduce the influence of tobacco industry marketing. The President’s Cancer Panel recommended that, “...the
influence of the tobacco industry — particularly on America'’s children — be weakened through strict Federal
regulation of tobacco products sales and marketing.”®*

Stronger Warning Labels on Tobacco Products Will Also Help Reduce Use and Harms

The warning label provisions included in the Family Smoking Prevention and Tobacco Control Act reflect the
current state of the science regarding warning labels, including best practices from other countries and
recommendations from the World Health Organization (WHO), Institute of Medicine, and other health experts.
The body of research supporting strong warning labels as effective tools for helping to prevent and reduce
tobacco use and its harms is large and continues to grow.®

Research and real-world experience with cigarette pack warning labels has established that warning labels
consistent with those required by the Act are noticed more, increase knowledge about tobacco use harms,
increase concern abut the health effects of smoking, and increase both the intention to quit and the likelihood
of quitting. The research shows that the most effective warnings are large, prominently located and include
colorful ing?ges that portray the health effects of tobacco use, and are changed periodically to avoid becoming
worn out.
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As of June 2009, twenty countries and jurisdictions in the Americas, Eastern Mediterranean, Europe, South-
East Asia and Western Pacific regions have passed legislation to require pictures or images on cigarette
packs. Within the Europe region, the European Parliament and Council directive gives its twenty-seven
member countries the option of adding pictures to warnings as a way to educate smokers about the risks

of smoking. These actions reflect the growing expert consensus that warning labels are effective at
communicating health messages and discouraging tobacco use.

Current warning labels used in the United States are ineffective. Since the U.S. first mandated the use of
warning labels in 1984, their effect on smokers has drastically weakened, and the current labels are now
virtually meaningless. Using the same parameters and the same four messages approved by Congress more
than 20 years ago, today’s labels are small and easily overwhelmed by the designs on cigarette packages and
fail to effectively convey relevant information. Moreover, smokers have become habitualized to the style of
labels, to the point that the labels are seldom-noticed.®’ According to the Institute of Medicine,

“Even though tobacco products are legally available to adults, the paramount public
health aim is to reduce and become addicted to these products, through a focus on
children and youths. The warnings must be designed to promote this objective. In the
committee’s view, the current warnings are inadequate even when measured against an
informed choice standard, but they are woefully deficient when evaluated in terms of
proper public health criteria.”®®

Consumer misperceptions and misunderstandings about tobacco use persist. Despite the numerous
public reports on the risks of smoking, studies show that a large number of smokers have inadequate
knowledge of the health effects of smoking.®® While some smokers generally know that tobacco use is
harmful, they underestimate the severity and magnitude of the health risks.”® A 2007 study found that two in
three smokers underestimate the chance of developing lung cancer compared to a hon-smoker, and four in ten
incorrectly believe that developing lung cancer depends more on genes than anything else. Furthermore, the
survey found that up to a third of smokers think that certain activities such as exercise and taking vitamins
could "undo" most of the effects of smoking.”* An earlier study found that 65 percent of smokers either
incorrectly thought that low tar and filter cigarettes are less dangerous than full-flavored cigarettes or did not
know whether these features made cigarettes less dangerous. In the same study, when asked about health
risks of smoking, 39 percent of respondents either answered incorrectly or said they did not know. ?
Knowledge of the health risks of smoking is even lower among people with low income and fewer years of
education because of limited access to information and lower literacy rates.”

Strong warning labels inform smokers about the health hazards of smoking. Numerous studies have
found that warning labels are effective at informing smokers about the health hazards of smoking and
increasing knowledge about tobacco use harms. Warning labels on tobacco products are an ideal way of
communicating with smokers. Since the intervention is delivered at the time of smoking, nearly all smokers are
exposed to warning labels, and pack-a-day smokers could be exposed to the warnings more than 7,000 times
per year.”* Research shows that effective warning labels increase knowledge about risks associated with
smoking and can influence future decisions about smoking.” Further, two-thirds of all smokers indicate that
the package is an important source of health information, and health knowledge is strongly associated with an
intention to quit smoking.” Smokers report that they receive more information about the risks of smoking from
the tobacco product package than from any other source except television.””

According to an international comparative study by Hammond et al., “Large, graphic warnings on cigarette
packages are an effective means of increasing health knowledge among smokers [and] may also help to
reduce the disparities in health knowledge by providing low-income smokers with regular access to health
information.” Hammond and colleagues also found that smokers in countries where a warning depicts a
particular health hazard of smoking are much more likely to know about that hazard, and smokers who
reported noticing warnings were 1.5 to 3.0 times more likely to believe in each health hazard. ”® This is
important because smokers who perceive greater health risk from smoking are more likely to intend to quit and
quit smoking successfully. "
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Strong warning labels encourage smokers to quit and discourage nonsmokers from starting to smoke.
Numerous studies indicate that health warnings discourage tobacco use and promote cessation. Adult and
youth smokers report that large comprehensive warning labels increase motivation to quit and increase the
likelihood that they will remain abstinent following a quit attempt.?® Evidence from several countries suggests
that large warnings with photos are particularly effective in discouraging smoking and increasing public
awareness of the health effects of smoking.®

A four-country study indicated that text-only labels (as seen in the U.S.) were associated with lower levels of
awareness about the health risks of smoking than prominent, pictorial warning labels (as seen in Canada and
Australia). Furthermore, the study indicated that pictorial warning labels were more effective than text-only
labels in leading people to think about quitting and deterring them from having a cigarette.®> A follow-up
investigation of the four-country study revealed that larger, pictorial warning labels were associated with
increased quit attempts.®

Additional research regarding the effectiveness of warning labels is summarized below.

e After new, large pictorial warnings were introduced in 2000, 91% of Canadian smokers surveyed
reported having read the warning labels and demonstrated a thorough knowledge of their content.
Further, smokers who read, thought about, and discussed the warning labels in greater depth at
basgeiline were significantly more likely to either quit, attempt to quit, or reduce their smoking at follow-
up.

e The introduction of new pictorial warning labels in 2006 in Australia made 57% of smokers report
thinking about quitting, helped 36% of smokers smoke less, helped 34% of smokers try to quit, and
helped 55% of recent quitters remain abstinent.®®

e After Brazil introduced new pictorial warnings in 2002, 73% of smokers said they approved of them,
54% said they had changed their opinion about the health consequences of smoking, and 67% said the
new warnings made them want to quit. The impact was particularly strong among less educated, lower
income people.®® Brazil introduced a second set of warning labels in 2004. In a study evaluating both
sets of warning labels, researchers found the most graphic and threatening warning labels increased
intentions to avoid smoking.®’

e After Singapore introduced their pictorial warning labels in 2004, a Health Promotion Board survey
found that 28% of the smokers surveyed reported smoking fewer cigarettes because of the warnings;
14% of the smokers surveyed said that they made it a point to avoid smoking in front of children; 12%
said th8a8t they avoided smoking in front of pregnant women; and 8% said that they smoked less at
home.

e Since Thailand introduced their second set of pictorial labels in 2006, 53% said the pictorial warning
labels made them think "a lot" about the health risks, and 44% of smokers said the warnings made
them "a lot" more likely to quit over the next month.®

¢ An investigation of the impact of the text-only Chinese labels compared to other text and pictorial labels
from around the world found that larger pictorial labels were perceived to be more effective at informing
about the dangers of smoking, convincing youth not to start and motivating smokers to quit.*

There is evidence that graphic warnings are especially effective among youth. More than 90 percent of
Canadian youth agree that picture warnings on Canadian cigarette packages have provided them with
information about the health effects of smoking and make smoking seem less attractive.®* Studies suggest
that picture warnings that include graphic, fear-arousing depictions of smoking’s effect on the body are the
most effective because they are associated with increases in motivation to quit smoking, thinking about health
risks and engaging in cessation behavior.%

o Following the introduction of Australia’s graphic health warning labels, adolescent experimental and
established smokers were more likely to think about quitting, and intentions to smoke were lower
among those students who discussed the new warning labels.

e A Greek study of adolescents indicates that proposed European Union pictorial warning labels were

more effective at informing about the health effects of smoking and preventing initiation than the
previous text-only labels. Approximately 84% of non-smoking adolescents reported that the proposed
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EU pictorial labels were more effective than the old EU text labels in preventing smoking initiation.**

In addition, studies show that intentions to quit smoking improve when a quitline number is provided with the
pictorial label. After Australia introduced pictorial labels with quitline information in 2006, the rate of quitline
callers doubled from the previous two years.? After New Zealand introduced pictorial labels with quitline

information in 2008, the number of new quitline callers increased. (The rate doubled from 12% to 27% the first
month and then remained at 30% thereafter.)

Characteristics of effective tobacco warning labels. The World Health Organization’s Framework

Convention on Tobacco Control and the Institute of Medicine have identified several characteristics that

enhance a warning label’s effectiveness. The Act’'s warning label provisions incorporate these

recommendations.

According to the World Health Organization, the components of an effective warning label are as follows:

COMPONENT DESCRIPTION IMPACT

Location Labels should appear on the top of the If the message is in a prominent location,
principal display areas (front and back— | it is more likely to be noticed.
the largest panels of the package).

Size Should cover at least 50% of the Large messages are more likely to be
package’s principal display areas. noticed. Label effectiveness increases

with size. Large labels provoke
emotional responses and increase
motivation to quit.

Pictorials Pictures and/or pictograms Photos and strong graphics help smokers
should illustrate the ill-effects visualize the nature of a tobacco-caused
of tobacco use. disease better than words alone.

Pictures are more likely to draw attention
and are more likely to be remembered
when an individual makes decisions
about whether or not to smoke or cut
back on smoking. Pictures are especially
important in regions with low literacy or
where research shows smokers are
ignoring text-only warning labels.
Pictorial warnings are likely to reach
children and adolescents, especially the
children of smokers, who are particularly
vulnerable.

Color, Use full color. Contrast colors with the Maximizes visibility and ease of

Background, and | background and the text. comprehension.

Font

Rotation Multiple health warnings and messages | Prevents overexposure.
can appear on all tobacco products
concurrently or be rotated periodically.

Text List risk factors by highlighting harmful Messages highlight the harmful effects of
effects and impact of exposure to tobacco and provide important public
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tobacco. Include the magnitude of health information to the public which
specific risks. may not be otherwise accessible.

Provide cessation advice and local quit Messages eliciting unfavorable emotional
line information. associations about tobacco use are more

. . believable and convincing.
Identify the addictive nature of tobacco. g

Elicit unfavorable emotional association
with tobacco use.

Language Label should be in the country’s principal | Messages in all principal languages
language(s). ensures a broader reach.

Source attribution | Label should identify a source such as a | Depending on the culture, attribution can
national health authority (e.g., Minister of | add credibility to the message.

Health) that recommends the health
messages.

Moving Forward

The new Tobacco Products Center of the U.S. Food and Drug Administration has the potential to have a
dramatic impact on tobacco use and the toll it takes on the health and economy of the United States. The
Family Smoking Prevention and Tobacco Control Act gives the new Center at the Food and Drug
Administration strong and broad authority to finally address tobacco use — the leading preventable cause of
death in the United States.

While it is essential that the FDA pay close attention to all of the deadlines in the legislation, we urge the FDA
to think long term. Many of the Act’s provisions can be implemented effectively and quickly based on existing
knowledge. Other provisions will require careful deliberation, a review of documents and information provided
to the Agency by the tobacco industry and outside experts to address complex scientific issues.

For these reasons, it is absolutely critical that, in addition to acting to implement the specific provisions of the
law, the Center be built carefully and methodically to take on the tobacco issue in the long term as well as in
the short run. Preparing for the long term will entail a number of dimensions, including placing a priority on:

e Building a first-rate Center with exceptional staff
Carefully putting in place a process for setting priorities based upon which actions will have the greatest
impact

¢ |dentifying the type of information that will be necessary to make evidence-based decisions and
establishing procedures to guarantee that the critical information the Agency receives can be fully
evaluated, including by outside researchers,

e Establishing a process for collaborating with partners and other agencies (e.g., NIH, CDC, SAMHSA)
to identify and build the science base for potential agency action

The tobacco industry is unlike any other industry regulated by the FDA in that it has a long history of opposing
regulation and thwarting government oversight. The Center must be prepared to act forcefully when the
industry violates the law and to react quickly and flexibly when the industry engages in attempts to get around
it. To this end, the Center should put in place monitoring systems to monitor the industry’s marketing practices
and other actions relevant to its compliance with both the letter and the spirit of the law.

Lastly, given the tobacco industry’s history of misleading the public, it is important for the FDA to put in place
procedures for carefully evaluating consumer perceptions to guide its own communications with the public and
to guide its regulation of the tobacco industry’s communications with the public. It will be critical to conduct
consumer research to develop this understanding. The Center should establish a mechanism for conducting
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consumer perception research quickly and efficiently. Only by understanding how consumers react will the
agency be able to determine what indeed benefits the overall public health — not just individual consumers.

Sincerely,

Matthew L. Myers
President
Campaign for Tobacco-Free Kids
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