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CAN TOBACCO CURE SMOKING? A REVIEW OF
TOBACCO HARM REDUCTION

TUESDAY, JUNE 3, 2003

HoOUSE OF REPRESENTATIVES,
COMMITTEE ON ENERGY AND COMMERCE,
SUBCOMMITTEE ON COMMERCE, TRADE,
AND CONSUMER PROTECTION
Washington, DC.

The subcommittee met, pursuant to notice, at 10 a.m., in room
2123, Rayburn House Office Building, the Hon. Cliff Stearns (chair-
man) presiding.

Members present: Representatives Stearns, Whitfield, Cubin,
Shimkus, Shadegg, Bass, Terry, Fletcher, Ferguson, Issa, Otter,
Tauzin (ex officio), Schakowsky, Solis, Markey, Brown, Davis, Stu-
pak, Green, McCarthy, and Strickland.

Also present: Representative Waxman.

Staff present: Kelly Zerzan, majority counsel; Ramsen Betfarhad,
majority counsel; Jon Tripp, deputy communications director; Jill
Latham, legislative clerk; and Jonathan J. Cordone, minority coun-
sel.

g/Ir. STEARNS. Good morning. The subcommittee will come to
order.

Without objection, the subcommittee will proceed pursuant to
Committee Rule 4(e). So ordered.

The Chair recognizes himself for an opening statement.

I am pleased to welcome all of you to the Commerce, Trade, and
Consumer Protection Subcommittee hearing on tobacco harm re-
duction.

No one disputes the harm to human health from cigarette smok-
ing. Smokers are at a 16-fold increased risk of lung cancer, 12-fold
increased risk of chronic obstructive pulmonary disease, and a two-
fold increased risk of mild cardio-infarction. Oncologists estimate
that smoking related illnesses were responsible for 100 million
deaths in the 20th century. Those ilnesses killed some 400,000
Americans every year.

Over the last few decades this country has invested substantial
public and private resources to encourage smokers to quit using to-
bacco. That investment has paid off. We have made great gains in
reducing the use of cigarettes.

While in 1965, 42 percent of Americans smoked cigarettes, today
only 26 percent of men and 22 percent of women are smokers.
While this is the good news, as noted in the Institute of Medicine
report, “Clearing the Smoke,” the decline in the rates of smoking
among adults has leveled off during the 1990’s.
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So where do we go from here? Today we are here to discuss to-
bacco harm reduction. Harm reduction strategies have been used
for a number of years for a variety of different societal problems.
For example, clean needle programs are used to prevent the spread
of HIV. Methadone programs are employed to prevent the use of
elicit drugs, and sex education is provided to stem the rising tide
of teen pregnancy and disease.

The title of our hearing, “Can Tobacco Cure Smoking?” at first
blush seems counterintuitive. However, there is an increasing
amount of research suggesting that some tobacco products are less
harmful than others. For those smokers who can’t seem to quit
smoking, switching to a less hazardous product could save lives.

Today we will hear from a diverse group of experts espousing a
range of opinions on issues of tobacco harm reduction. We worked
closely with the minority to insure a fair and balance panel of wit-
nesses that can speak to the science of this issue.

One of our witnesses today, Dr. Brad Rodu, will assert that
smokeless tobacco products are 98 percent safer than cigarettes,
and that by switching committed smokers to smokeless products,
we can save lives, reducing the potential societal harms that may
result from the promotion of tobacco harm reduction claims.

Some believe that switching from one tobacco product to another
does nothing to solve the tobacco problem. The Federal Trade Com-
mission has general regulatory authority over misleading and de-
ceptive advertising, as well as specific authority over the adver-
tising and marketing of tobacco products.

As tobacco companies attempt to market their products as re-
duced risk, as one company has already tried to do, the Federal
Trade Commission will be in the position of evaluating these
claims.

So I look forward to hearing from Chairman Muris, how his
Commission plans to deal with these, shall we say, vexing issues.

We also hear from the Surgeon General, who is the principal ad-
visor to the Secretary of Health and Human Services on public
health and scientific issues. Tobacco has long been a subject of Sur-
geon General reports. As we move into a new era of tobacco de-
bates, we welcome Vice Admiral Carmona to the Commerce, Trade,
and Consumer Protection Subcommittee.

Our goal should always be to reduce the use of tobacco. In that
light, today’s hearing provides an opportunity to examine the effi-
cacy of the tobacco harm reduction approach which calls for mini-
mizing and decreasing death among cigarette smokers without
completely eliminating tobacco and nicotine use.

In closing, I want to thank the witnesses for appearing before the
committee. I look forward to their testimony, and I seek, in addi-
tion, unanimous consent to enter into the record the written testi-
mony of Mike Szymanczyk, Chairman and Chief Executive Office,
Philip Morris USA.

Without objection, so ordered.

[The prepared statement of Michael Szymanczyk follows:]
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PREPARED STATEMENT OF MIKE SZYMANCZYK, CHAIRMAN AND CHIEF EXECUTIVE
OFFICER, PHILIP MORRIS USA

I. INTRODUCTION

On behalf of the more than 12,000 employees of Philip Morris USA, I am honored
to submit these remarks regarding reduced exposure and reduced risk tobacco prod-
ucts, including their potential health impact and the challenges of sensibly regu-
lating them. In particular, I'd like to emphasize our strong support for passage by
the 108th Congress of meaningful and effective regulation of tobacco products by the
Food and Drug Administration. We believe that legislation empowering the FDA to
act should fully implement the thoughtful, comprehensive and rigorous regulatory
principles articulated by the Institute of Medicine in its landmark report, Clearing
the Smoke, which was commissioned by the FDA itself.

We applaud the subcommittee for its leadership in holding this hearing. We agree
with its interest in seeking a bipartisan way to fashion a coherent national tobacco
policy. We look forward to working with you and your colleagues in the full House
towards the passage of legislation that is designed to benefit adult consumers by
reducing the harm caused by tobacco consumption, and to establish clear rules that
will be applied to, and enforced uniformly throughout the tobacco industry.

We hope to convey three critical points that we believe are relevant to the issues
the subcommittee is considering:

» Philip Morris USA strongly supports legislation that would provide the FDA with
comprehensive, meaningful and effective authority to regulate tobacco products.
The FDA should have the power to fully implement all of the 11 regulatory
principles—including those relating to potentially reduced exposure/reduced risk
products—recommended by the IOM Report.

* For many years now, we have been hard at work trying to develop and consider
ways to successfully market innovative tobacco products that have the potential
to reduce smokers’ exposure to harmful compounds in cigarette smoke. Our
progress has been encouraging thus far, and we have high hopes for these prod-
ucts as we move forward.

e We would like very much to be able to bring these products to market in the regu-
lated environment contemplated by the IOM Report, subject to FDA review of
both the underlying science and the communications about this science that we
would make to consumers. In the absence of FDA authority in this area, we are
forced into making a difficult choice between making claims that haven’t been
validated by a government agency, on the one hand, and not providing smokers
with information that may be important to them, on the other. Neither of these
alternatives would be ideal, in our view, either from our own perspective or as
a matter of public policy. Clearly, FDA regulation would be the best approach.

We hope that today will mark the beginning of a new and much better chapter
in our nation’s effort to feel confident that tobacco products, and the tobacco indus-
try, are properly regulated, given both the dangers of the products and the acknowl-
edgement that adults should continue to be able to make informed decisions about
smoking for themselves.

We are mindful that it has been nearly eight years since Dr. Kessler made his
initial rulemaking proposal, and two years since the IOM published its report. Yet
today, there is still no FDA authority to regulate tobacco products. My company
wants very much to be a part of resolving the impasse and is convinced that the
remaining policy differences can be resolved through mutually respectful discussions
that seek such a resolution. We believe that a coherent, national tobacco policy can
be crafted that will effectively deal with tobacco issues, without unintended con-
sequences for the millions of consumers, employees, tobacco growers and retailers
who will be dramatically affected by the results of Congressional action.

II. OUR SUPPORT OF TOBACCO PRODUCTS REGULATION BY THE FDA, INCLUDING
AUTHORITIES BASED ON IOM’S 11 REGULATORY PRINCIPLES

The Importance of FDA Regulation of Tobacco Products

FDA regulation of tobacco products is an important Federal initiative that is cer-
tainly needed. For more than three years now, we have urged passage of an effective
and comprehensive FDA regulatory policy, and we remain determined to be a con-
structive force in the effort that lies ahead to shape this policy.

When we say that we strongly support “effective” regulation by the FDA, we mean
it. We’re not playing word games or referring to a weak or watered-down plan. “Ef-
fective”, to Philip Morris USA, means a regulatory plan that is designed and funded
in a way that can fully accomplish its stated objectives, including:
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* Providing smokers with additional information about what’s in their cigarettes,
and about the dangers of smoking—both now and on an ongoing basis—as the
science evolves and new information becomes available;

¢ Aiding in the development of products that meaningfully reduce the harm caused
by smoking;

e And guiding the accurate communication of any implications of switching to re-
duced risk or reduced exposure products that may be developed, which includes
being sure to communicate that there is no “safe” cigarette, and the best thing
to do from a health standpoint is to quit smoking.

“Effective” to us does not mean regulations that are loophole-ridden or intentionally

weak, punitively cumbersome, or likely to generate unintended negative con-

sequences—it means real reforms that get the stated and agreed upon job done.

We believe that additional regulation makes sense for a number of reasons. Al-
though these efforts are not often the focus of public attention, the fact is that we
at Philip Morris USA devote enormous resources to developing products that have
the potential of reducing the harm caused by smoking, running our factories, work-
ing with our suppliers, making our payroll and paying our taxes. We are asking for
new regulation because today there are simply not sufficiently clear and consistent
guidelines for the manufacture and performance of cigarettes. It is not clear, for ex-
ample, how we and the rest of the tobacco industry should communicate to con-
sumers about our products. What rules there are increasingly arise at the state
level, which will inevitably lead to conflicting standards that could confuse con-
sumers, disrupt interstate commerce and significantly complicate orderly and uni-
form manufacturing and distribution processes.

Meaningful, effective and uniform FDA regulation would better align our business
practices with society’s expectations, and would further our goal of being a respon-
sible, effective and respected manufacturer and marketer of tobacco products for
adults who smoke. We believe Americans support meaningful and effective new reg-
ulation of tobacco product manufacturing processes, performance standards and how
we communicate with consumers, especially about potentially reduced exposure and
reduced risk products. The public also supports efforts to continue to build the mo-
mentum that has developed toward reducing the incidence of youth smoking. How-
ever, we don’t believe that there is strong support in the country for the new rules
to go too far, and significantly intrude on adults’ continued ability to smoke if they
want to.

When Philip Morris USA first announced its support for FDA regulation of ciga-
rettes, some were understandably surprised and skeptical, in part because our com-
pany—along with other major manufacturers, retailers and advertising groups—had
opposed the agency’s assertion of jurisdiction over tobacco products under the med-
ical device statute in 1996. Our opposition to FDA’s unilateral initiative was not dis-
agreement with regulation per se, but rather disagreement with that specific kind
of regulation. We continue to believe that regulation of tobacco products as medical
products would be a mistake—despite the fact that nicotine is a drug, and we agree
that cigarette smoking, and nicotine in cigarette smoke, are addictive “because to-
bacco regulation needs to focus on how we can reduce the harm to society of a dan-
gerous, agriculturally-based product that is nonetheless legal for adults to use, and
the medical device rules simply are not suited to that purpose.

That is why we believe it is most appropriate that both major legislative proposals
that have attracted attention in the past year—H.R. 140, sponsored by Representa-
tives Davis and McIntyre, and S. 2626 from the last Congress, sponsored by Sen-
ators Kennedy, DeWine and others—regulate tobacco products under a new chapter
of the Food, Drug & Cosmetic Act designed especially for such products. We’re con-
vinced that this is the right approach, and are extremely encouraged by the enor-
mous similarities between the two bills. We believe that there is far more common
ground in our views than there are differences. And, although on some issues there
are some important divergences of opinion among the various stakeholders on a few
issues, they are truly differences in degree only.

Our Support of Regulation by the FDA of Potentially Reduced-Exposure
and Reduced-Risk Products, Based on IOM’s 11 Regulatory Principles

The IOM Report “recommends strengthened federal regulation of all modified to-
bacco products with risk reduction or exposure reduction claims, explicit or implicit”,
and proposes 11 regulatory principles to “build on the foundation of existing food
and drug law, with appropriate adaptations to take into account the unique toxicity
of tobacco products.”

Philip Morris USA has, for more than three years, been advocating many of the
elements encompassed by the 11 regulatory principles contained in the IOM Report;
many of these elements are already contained in bills such as H.R. 140 from this
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Congress and S. 2626 from the 107th Congress. As a step in moving forward to a
thorough discussion of what we believe are the best components of an FDA regu-
latory process, we respectfully offer the following observations about IOM’s 11 prin-
ciples, the degree to which they are already reflected in bills like H.R. 140 and S.
2626, and ways in which we think that the legislation can be improved so as to bet-
ter translate the IOM Report’s principles into legislative language:

IOM Principle #1

The Principle. Manufacturers of tobacco products, whether conventional or modi-
fied, should be required to obtain quantitative analytical data on the ingredients of
each of their products and to disclose such information to the regulatory agency.

» Philip Morris USA’s Position. We support the principle of providing quantitative
information about the ingredients used in the manufacture of our cigarettes, with
appropriate safeguards to protect trade secrets. We think that the FDA should be
able to provide smokers with confidence that the ingredients added to cigarettes do
not increase the inherent health risks of smoking, including increasing addiction.
And, as discussed below regarding Principle #8, we have no objection to disclosing
the results of our own ingredients testing to the FDA, so it can assess every ingre-
dient we use.

e Translation into Legislative Language. This principle is specifically covered by
section 904 of the new FDA title in both H.R. 140 and S. 2626, which require all
tobacco product manufacturers to provide to the agency, on an annual basis, “A list-
ing of all tobacco ingredients, substances and compounds that are, on such date,
added by the manufacturer to the tobacco, paper, filter, or other component of each
tobacco product by brand and by quantity in each brand and subbrand”, as well as
“All documents (including underlying scientific information) relating to research ac-
tivities, and research findings, conducted, supported, or possessed by the manufac-
turer...”

IOM Principle #2

The Principle. All tobacco products should be assessed for yields of nicotine and
other tobacco toxicants according to a method that reflects actual circumstances of
human consumption; when necessary to support claims, human exposure to various
tobacco smoke constituents should be assessed using appropriate biomarkers. Accu-
rate information regarding yield range and human exposure should be commu-
nicated to consumers in terms that are understandable and not misleading.

e Philip Morris USA’s Position. We support this principle. We believe that the
FDA should be authorized to require the disclosure of information about individual
compounds in cigarette smoke, in addition to tar and nicotine, that it believes would
be meaningful to consumers, as long as the information can be generated according
to validated, standardized and commercially feasible test methods that reflect actual
circumstances of human exposure, or reliably calculated on the basis of the test re-
sults obtained from such methods.

e Translation into Legislative Language. There are a number of provisions in H.R.
140 and S. 2626 that specifically embody this principle. Section 511(b) of H.R. 140
and section 917(b) of S. 2626, for example, both require the FDA—within 24
months—to create rules covering “the testing, reporting, and disclosure of tobacco
product smoke constituents and ingredients that the Secretary determines should
be disclosed to the public in order to protect the public health. Such constituents
shall include tar, nicotine, carbon monoxide, and such other smoke constituents or
ingredients as the Secretary may determine to be appropriate.” In addition, the bills’
provisions empowering the FDA to assess health claims are discussed in more detail
in several of the Principles below.

IOM Principle #3

The Principle. Manufacturers of all potential reduced-exposure products should be
required to conduct appropriate toxicological testing in preclinical laboratory and
animal models as well as appropriate clinical testing in humans to support the
health-related claims associated with each product and to disclose the results of
such testing to the regulatory agency.

e Philip Morris USA’s Position. We support this principle. In order to support
marketing claims relating to reduced exposure or reduced risk, we believe that the
best approach would be for a manufacturer to (i) design a cigarette that significantly
reduces various harmful compounds in the inhaled smoke; (ii) provide scientific evi-
dence that this change reduces biological activity in appropriate cellular and labora-
tory animal models; (iii) measure or model adult smoker exposure to the smoke from
these cigarettes; (iv) share these results with the scientific and public health com-
munities to seek to gain their agreement that the test results are scientifically valid
and relevant to adult smokers, and also support a conclusion that the new cigarette
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design may, in fact, reduce the risks of smoking; and (v) work with regulatory agen-
cies to appropriately communicate these results and their significance to adult
smokers.

e Translation into Legislative Language. This principle is largely embodied in the
two major FDA bills, where section 912(a)(2) of H.R. 140 and section 913(a)(2) of
S. 2626 both authorize the FDA to designate a tobacco product as “reduced risk”
based on a manufacturer’s application that, among other things, “demonstrates
through testing on animals and short-term human testing that use of such product
results in ingestion or inhalation of a substantially lower yield of toxic substances”
than other tobacco products, and “if required by the Secretary, includes studies of
the long-term health effects of the product.” We believe that this language would
more fully reflect the IOM Report’s principle if, in addition to referring to “reduced
risk” products, it specifically mentioned “reduced exposure” products. Clearly, as the
IOM Report indicates and as its principles as a whole demonstrate, it is likely that
the scientific data will support reduced-exposure claims before the FDA, or the sci-
entific community in general, is prepared to conclude that a particular new cigarette
will actually reduce the risk of contracting a tobacco-related disease.

IOM Principle #4

The Principle. Manufacturers should be permitted to market tobacco-related prod-
ucts with exposure-reduction or risk-reduction claims only after prior agency ap-
proval based on scientific evidence (a) that the product substantially reduces expo-
sure to one or more tobacco toxicants and (b) if a risk reduction claim is made, that
the product can reasonably be expected to reduce the risk of one or more specific
diseases or other adverse health effects, as compared with whatever benchmark
product the agency requires to be stated in the labeling. The “substantial reduction™
in exposure should be sufficiently large that measurable reduction in morbidity and/
or mortality (in subsequent clinical or epidemiological studies) would be anticipated,
as judged by independent scientific experts.

e Philip Morris USA’s Position. As noted above, we support the principle that the
FDA should regulate “reduced risk” claims. In addition, we support the principle
that claims about reduced exposure to specific tobacco toxicants (i.e., harmful com-
pounds in cigarette smoke) should be subject to FDA oversight. We agree with the
IOM Report that government analysis of proposed exposure-reduction claims, and
the data that should be required from manufacturers to support them, should be
different than with respect to claims of actual risk reduction.

e Translation into Legislative Language. Section 912(a)(3) of H.R. 140 and section
913(a)(3) of S. 2626 both partially reflect this principle, as they provide the FDA
with full authority to regulate risk-reduction (but not specifically exposure-reduc-
tion) claims, including requiring that the product carry “a label prescribed by the
Secretary concerning the product’s contribution to reducing harm to health” and
comply “with requirements prescribed by the Secretary relating to marketing and
advertising of the product.” H.R. 140 also reflects the IOM Report’s judgment that
accurate, non-misleading claims should be permitted rather than suppressed. We
would respectfully suggest that the language in both bills could be improved by add-
ing clauses that would both specifically incorporate IOM’s exposure-reduction con-
cept, and adopt this Principle’s specific language regarding the proper standard for
what evidence would support either an exposure-reduction or risk-reduction claim.

We also note that S. 2626 could be interpreted to permit FDA to refuse to permit
any truthful, non-misleading claim regarding “reduced risk” or “reduced exposure”—
even if a valid scientific showing has been made—if the agency speculates that the
claim could, for example, discourage quitting at some point in the future. This is
a legitimate concern, but it is contrary to IOM Principle #4, and, we believe, should
be addressed by clearly communicating the claim so that consumers are not misled,
and accompanying the claim with a clear reminder that the best option from a
health perspective is to quit. IOM also proposes dealing with this concern through
post-market surveillance, which is discussed in Principle #6 below. Finally in this
regard, both the Supreme Court and several Courts of Appeals have strongly indi-
cated that the kind of suppression of truthful information advocated by some in the
tobacco control community cannot withstand scrutiny under the First Amendment.
A white paper discussing these cases in greater detail is attached to this Statement
as Annex 1.

IOM Principle #5

The Principle. The labeling, advertising, and promotion of all tobacco-related prod-
ucts with exposure-reduction or risk-reduction claims must be carefully regulated
under a “not false or misleading” standard with the burden of proof on the manufac-
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turer, not the government. The agency should have the authority and resources to
conduct its own surveys of consumer perceptions relating to these claims.

e Philip Morris USA’s Position. We support this principle for the reasons stated
regarding Principle # 4 above.

e Translation into Legislative Language. In addition to the analysis above regard-
ing Principle #4, we note that H.R. 140—through its linkage of FDA regulation to
a tobacco quota buyout and a user fee that would fund both the buyout and the new
regulatory regime—is the only major legislative proposal currently under consider-
ation that would ensure that, as the IOM Report’s Principle #5 urges, the FDA will
in fact have “the resources to conduct its own surveys of consumer perceptions relat-
ing to these claims.” We would also respectfully suggest that both section 912(a)(3)
of H.R. 140 and section 913(a)(3) of S. 2626 be amended so as to specifically incor-
porate IOM’s “not false or misleading” standard for all claims regarding exposure
or risk-reduction.

IOM Principle #6

The Principle. The regulatory agency should be empowered to require manufactur-
ers of all products marketed with claims of reduced risk of tobacco-related disease
to conduct post-marketing surveillance and epidemiological studies as necessary to
determine the short-term behavioral and long-term health consequences of using
their products and to permit continuing review of the accuracy of their claims.

e Philip Morris USA’s Position. We support this principle as articulated and fur-
ther believe it should be expanded to clearly include application to products with
reduced exposure claims. As noted above, the effects of these products on the overall
harm caused by tobacco is a legitimate and valid public health concern, and one
which needs to be monitored and studied. And, as we believe that the FDA should
be able to determine which marketing claims are appropriate, it is sensible that it
should make use of the sort of surveillance and studies noted in this principle.

e Translation into Legislative Language. Both major FDA bills contain provisions
that fully embody this principle. Section 912(e)(1) of H.R. 140 and section 912(a) of
S. 2626 broadly empower the FDA to “require a tobacco product manufacturer to
conduct postmarket surveillance for reduced risk [of] a tobacco product of the manu-
facturer if the Secretary determines that postmarket surveillance of the tobacco
product is necessary to protect the public health or is necessary to provide informa-
tion regarding the health risks and other safety issues involving the tobacco prod-
uct.” For clarity, as indicated above regarding other provisions, we would suggest
also adding an explicit reference to exposure-reduction claims, to ensure that the
FDA is authorized to require post-market surveillance of them, too.

IOM Principle #7

The Principle. In the absence of any claim of reduced exposure or reduced risk,
manufacturers of tobacco products should be permitted to market new products or
modify existing products without prior approval of the regulatory agency after in-
forming the agency of the composition of the product and certifying that the product
could not reasonably be expected to increase the risk of cancer, heart disease, pul-
monary disease, adverse reproductive effects or other adverse health effects, com-
pared to similar conventional tobacco products, as judged on the basis of the most
current toxicological and epidemiological information.

e Philip Morris USA’s Position. We support this principle. As IOM notes in its
report, it is logical that the regulatory agency charged with evaluating the relative
risks presented by different tobacco products—which we believe is most appro-
priately the FDA—should not be overwhelmed with what would be the enormous
task of pre-approving every introduction of a new line extension using existing prod-
uct designs, when such products do not make reduced risk or reduced exposure
claims, and are certified by the manufacturer to present the same issues of public
health as predicate tobacco products. Requiring pre-market approval of such prod-
ucts would not serve the public health interests identified by the IOM Report, and
would pose substantial burdens on both the regulators and the manufacturers.

Moreover, we support the IOM Report’s concept of placing the burden on manufac-
turers to certify that any new product (including any existing brand which is intro-
duced with changed characteristics) would not present increased risk, and then, on
the basis of such certification, to introduce the product (without reduced risk or ex-
posure claims) into the marketplace. As the IOM Report suggests, the FDA would
then have the authority, if upon investigation it disagrees with the manufacturer’s
certification and concludes that there is in fact an increased risk, to seek the prod-
uct’s removal from the market. We do not advocate—and we do not believe Principle
#7 would require—that pre-market approval provisions “grandfather” today’s to-
bacco products from further regulation. In whatever form they eventually take, per-
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formance standards (see Principle #9 below) would apply to all tobacco products
(whether on the market today or introduced in the future).

e Translation into Legislative Language. All of the existing legislative proposals
relating to pre-market approval are very complex, but we believe that the provisions
of section 910 of H.R. 140 come the closest to fully embodying this principle. First,
section 910 reflects the IOM Report’s suggestion that products carrying exposure-
reduction or risk-reduction claims be treated separately from new products that do
not. Second, it requires manufacturers to submit extensive information about any
such new product to the FDA at least 90 days prior to commercial introduction, and
empowers the agency to “suspend the distribution of the tobacco product that is the
subject of that report if the Secretary determines that there is a reasonable likeli-
hood that the tobacco product is not substantially equivalent to a tobacco product
commercially marketed (other than for test marketing) in the United States...” Fi-
nally, the concept of “substantial equivalence” is defined in section 910(a)(2) of H.R.
140—consistent with IOM’s “no increased risk” concept—as being a product that ei-
ther “has the same characteristics as the predicate tobacco product” or, in the alter-
native, “has different characteristics and the information submitted contains infor-
mation, including clinical data if deemed necessary by the Secretary, that dem-
onstrates that it is not appropriate to regulate the product under this section be-
cause the product could not reasonably be expected to increase the health risks to
consumers compared to a conventional tobacco product that is commercially mar-
keted in the United States...”

IOM Principle #8

The Principle. All added ingredients in tobacco products, including those already
on the market, should be reported to the agency and subject to a comprehensive tox-
icological review.

e Philip Morris USA’s Position. We support this principle for the reasons stated
regarding Principle #1 above and Principle #9 below.

e Translation into Legislative Language. From a legislative perspective in the
major FDA bills, toxicological assessment of ingredients is part and parcel of the
agency’s performance standard authority, which is discussed below in the context
of IOM Principle #9.

IOM Principle #9

The Principle. The regulatory agency should be empowered to set performance
standards (e.g., maximum levels of contaminants; definitions of terms such as “low
tar”) for all tobacco products, whether conventional or modified, or for classes of
products.

e Philip Morris USA’s Position. We support this principle, and have been actively
advocating a Congressional grant of authority to the FDA to reduce harm by impos-
ing mandatory performance standards on tobacco products, even including those
that would require design changes that consumers might not like. Our main concern
with this concept is that, if not translated carefully into legislative language, it
could permit—or even require—the agency to do what nobody should want: to im-
pose performance standards requiring changes that are so radical that tobacco prod-
ucts are effectively banned, or consumers are driven away from the legitimate mar-
ket and towards illicit, completely unregulated products. We think that consumers,
tobacco growers and many other stakeholders support our view that these standards
should not make tobacco products unpalatable for adult smokers; no one would ben-
efit from performance standards so radical that they further increase the demand
for counterfeit or other illicit products.

Specifically, we believe that the FDA should have the authority to ensure that in-
gredients used in the manufacture of tobacco products do not increase their inherent
health risk or addictiveness; because the ingredients are under the manufacturers’
control, this authority should, in our view, include the power to prohibit the use of
any ingredient shown to increase health risks even if the ban would impact the prod-
uct’s taste. Apart from ingredients, we also support authority for the FDA to impose
changes to the other design or inherent characteristics of a tobacco product—includ-
ing the inherent properties of tobacco leaf itself—that it finds will protect public
health, so long as the changes are technically feasible and would not negatively im-
pact adult consumers’ enjoyment of the product in a significant way. There is no
public consensus supporting FDA actions that force radical changes on the design
or inherent characteristics of today’s tobacco products that adult smokers may not
be prepared to accept. We believe that instead, FDA should use its enormous per-
suasive powers and regulatory tools to encourage consumers to quit, or—by utilizing
the reduced risk/reduced exposure authorities contemplated by IOM’s other prin-
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ciples—to switch to products whose design and composition the agency favors from
a public health perspective.

Ingredients. The major legislative proposals currently under consideration—in-
cluding both H.R. 140 and S. 2626—contemplate the use of “performance standard”
authority by the FDA to regulate ingredients used in the manufacture of tobacco
products based on its belief of what would be appropriate to protect public health.
We believe that this is a legitimate role for the agency to the extent it is used to
ensure that ingredients do not increase the inherent risk of cigarette smoking, in-
cluding by increasing its addictiveness. Tobacco products are inherently dangerous,
but the government should have authority to make sure that nothing is used by
manufacturers to make them even more so. Philip Morris USA stands ready to sub-
mit all of its ingredients to rigorous FDA review and testing, to share the results
of testing it has previously conducted, and to work with the agency as it makes its
own assessment of any added risks they may present.

An approach that focuses on increased risk from ingredients has been explicitly
adopted by the IOM Report, which asserts that “...[FDA] should...have the author-
ity to remove from the market ingredients...that do not meet [a] test of no in-
creased risk...” To be clear, we think that FDA authority to test and, if necessary,
prohibit the use of specific ingredients it finds to increase the inherent risks of
smoking should apply to ingredients currently in use as well as to new ones. There
should be no “grandfathering.”

However, FDA authority over ingredients should not, in our view, extend beyond
the concept of “increased risk”. A broader scope—for example, based purely on what
would be “appropriate to protect public health”—could permit the agency, for exam-
ple, to prohibit specific ingredients solely because they improve the taste of a to-
bacco product, on the theory that, by trying to make the products taste bad, con-
sumption will drop and public health will be benefited. Under such an approach, the
FDA could even order that bad-tasting ingredients be added to cigarettes, so as to
decrease their palatability. These powers would be, we respectfully submit, simply
incompatible with the principle that tobacco products are legitimate and that adults
should continue to be permitted to consume them if they wish. To quote from the
preamble to the FDA’s own proposed tobacco rule from 1996:

Black market and smuggling would develop to supply smokers with these prod-
ucts...[which] would be even more dangerous than those currently marketed,
in that they could contain even higher levels of tar, nicotine, and toxic additives.

If regulation of cigarettes is to be based purely on eliminating their known inher-
ent dangers, we readily agree that it would be best if nobody smoked at all. But
Americans want to see a new regulatory regime that incorporates other values as
well—tolerance, adults’ continued ability to make their own decisions about issues
that affect their health, law enforcement considerations, and the degree to which
government should intrude generally into the realm of personal issues.! If Congress
is to reflect this consensus and balance these competing concerns, it will need to
tailor FDA’s authority so that it is focused on encouraging quitting and harm reduc-
tion for adults who continue to smoke, rather than trying to force Americans to
adopt tobacco-free lifestyles.

Smoke Constituents and Other Performance Standards. For the same reasons, we
believe that the FDA should have broad power to require the reduction or elimi-
nation of smoke constituents (the compounds produced by tobacco when burned),
that will seek to reduce harm while ensuring that the agency will not order manda-
tory performance standards that are technically infeasible, or could only be met by
design changes in tobacco products that adult smokers find unacceptable. For exam-
ple, if there is no limitation whatsoever contained in the performance standard au-
thority, the agency could force rapid, radical reductions in tar and nicotine yields,
or require that manufacturers utilize filters that would eliminate the products’
taste. Strategies such as these may well be legitimate in the effort to reduce harm,
but we respectfully suggest that the strategies are best dealt with under the FDA’s
authority over reduced exposure and reduced risk tobacco products, discussed above.

e Translation into Legislative Language. H.R. 140 and S. 2626 both fully em-
body—with one important difference between them—IOM’s suggestion that the FDA
be provided with specific authority to impose performance standards, including
those relating to added ingredients and smoke constituents. Section 907(a) of both
bills empower the agency to

1Indeed, the reason that the Supreme Court rejected FDA’s initial “medical device” tobacco
rule is that it determined that, under that approach, the agency would have been required to
ban tobacco products, and that such a ban could not be squared with the overall national tobacco
policy already put in place by Congress.
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adopt performance standards for a tobacco product if the Secretary finds that
a performance standard is appropriate for the protection of the public health.
This finding shall be determined with respect to the risks and benefits to the
population as a whole, including users and non-users of the tobacco product,
and taking into account—(A) the increased or decreased likelihood that existing
users of tobacco products will stop using such products; and (B) the increased
or decreased likelihood that those who do not use tobacco products will start
using such products. A performance standard established under this section for
a tobacco product shall include provisions to provide performance that is appro-
priate for the protection of the public health, including provisions, where appro-
priate—() for the reduction [or elimination]2 of nicotine yields of the product;
(i1) for the reduction or elimination of other harmful constituents or harmful
components of the product...

The authority this language confers over ingredients extends beyond the concept
of “increased risk”. By permitting the FDA to change any ingredient if it concludes
that such action is “appropriate to protect public health” (so long as the removal
does not render the tobacco product “unacceptable for adult consumption”), H.R. 140
would appear to permit FDA, for example, to prohibit or reduce specific ingredients
solely because they improve the taste of a tobacco product, on the theory that, by
trying to reduce the product’s palatability, consumption will decline and public
health will benefit. We're pleased that the notion of adult acceptability appears in
H.R. 140, because it is compatible with the principle that tobacco products are legiti-
mate and that adults should continue to be permitted to consume them if they wish.
We respectfully suggest, however, that Congress consider revising this language, in-
sofar as it relates to ingredients, to more fully reflect IOM’s “no increased risk” con-
cept.

For the same reasons, we appreciate the fact that H.R. 140’s performance stand-
ard authority applies the concept of adult acceptability to FDA’s power to require
the reduction or elimination of smoke constituents, or to order other mandatory de-
sign changes in tobacco products. Sensibly, the bill appears to contemplate that the
FDA will use its authority regarding reduced risk and reduced exposure products—
including those with low initial consumer acceptability—to encourage the prolifera-
tion of new product designs that have the potential of reducing the harm caused
by smoking. Using this authority, the agency will have enormous ability to use its
credibility with the American people to persuade adult smokers to switch to any al-
ternative product designs of its choosing. New products that achieve a critical mass
of adult consumer acceptance would then be ready to move to the next regulatory
phase. If FDA concludes, after monitoring the marketplace in the manner suggested
by IOM, that such a product innovation has been proven to reduce harm in the long
term, the agency could—and, in our view, should—incorporate the results of the
technology into a performance standard so that it becomes the new baseline for the
entire category of tobacco products.

The performance standard authority in S. 2626 does not contain any concept of
adult acceptability, or any other limitation on the FDA’s authority to radically re-
design tobacco products “to protect the public health.” There is clearly a difference
of opinion between those who believe that there needs to be specific policy direction
from Congress to the FDA regarding consumer acceptability, and others who view
health impact as the sole issue that the agency should be permitted to consider
when it sets performance standards for tobacco products. We would note in this re-
gard that every regulated consumer product is governed by a statutory standard re-
flecting Congress’ policy judgment as to the values governing the rulemaking proc-
ess. Just as medical devices need to be “safe and effective”, a motor vehicle standard
may only be imposed if it is “reasonable, practicable, and appropriate for the par-
ticular type of motor vehicle...”, and standards under the Consumer Products Safe-
ty Act require a finding regarding “...the probable effect of such rule upon the util-
ity, cost, or availability of such products to meet such need.”

Our view is that FDA’s performance standard authority should recognize tobacco
products as legitimate for adults to use if they wish; that the agency should operate
within some reasonable boundaries making it clear that its mission is not to phase
them out entirely. To us it seems entirely plausible that, under a pure “public
health” standard, FDA could (or could be forced to) conclude that it is better for pub-
lic health overall to ban tobacco products; that Prohibition would result in millions
of people quitting, and that having millions more seeking black market products is
an acceptable trade-off. Even if valid from a health perspective, this conclusion
would not be good policy.

2This bracketed language appears only in S. 2626.



11

The opposition by some to any notion of “consumer acceptability” for tobacco prod-
ucts has been justified by concerns that the term’s vagueness will lead to “endless
litigation”, and that “a reduction of tobacco consumption by 1% or less could be the
basis for an industry claim that a new performance standard has left the product
unacceptable to adults.”3 There are responses to these concerns: many countries
around the world have clearly demonstrated that it is possible to gradually impose
performance standards on cigarettes that governments deem beneficial within the
realm of what adults will accept; for example, the European Union has, over the
past several years and taking a step-by-step approach, established increasingly
lower ceilings on tar, nicotine and, more recently, carbon monoxide yields as meas-
ured by machine tests. Moreover, it is unclear why “consumer acceptability” should
be any more susceptible to court challenge than equally-vague standards endorsed
by the same advocates (and included in both S. 2626 and H.R. 140), such as “the
increased or decreased likelihood that existing users of tobacco products will stop
using such products”, and, under the well-known Chevron doctrine, FDA would be
afforded substantial deference by the courts in determining what the language
means. In any case, there surely ought to be some language that can be worked out
that would introduce some notion of reasonableness into the FDA’s performance
standard calculus, avoid unintended consequences, and serve the public health ob-
jective of tough, meaningful authority that will lead over time to real changes in
tobacco products, and a significant reduction in the harm that they cause.

IOM Principle #10

The Principle. The regulatory agency should have enforcement powers commensu-
rate with its mission, including power to issue subpoenas.

e Philip Morris USA’s Position. We support this principle. We have spoken exten-
sively about the need for meaningful and effective regulation of tobacco products;
such regulation can be neither “meaningful” nor “effective” without adequate en-
forcement powers for the FDA.

e Translation into Legislative Language. H.R. 140, like S. 2626 before it, fully in-
corporates the existing enforcement authorities that the FDA is provided under the
Food, Drug & Cosmetic Act, and applies those powers to enforcement of the new
tobacco products chapter that the bill would create. We would respectfully suggest,
in light of the recent influx of inexpensive foreign tobacco products—some of which
are not in compliance with existing Federal and State laws applicable to all tobacco
products, domestic or foreign—into our country, that these mechanisms be examined
to ensure that the FDA will be both authorized and directed to ensure that all man-
ufacturers and importers are required to fully comply with the full panoply of re-
strictions, requirements and standards that the agency decides to impose.

IOM Principle #11

The Principle. Exposure reduction claims for drugs that are supported by appro-
priate scientific and clinical evidence should be allowed by the FDA.

e Philip Morris USA’s Position. We support this principle. Our belief in the ability
of adults to make their own decisions about smoking—and not smoking—encom-
passes cessation of tobacco use, including the use of pharmaceutical therapies for
those smokers who want to quit, are having difficulty, and believe that the treat-
ments might help.

e Translation into Legislative Language. IOM correctly notes that, under current
U.S. law, the FDA already has authority in this area for drugs and medical devices;
this issue need not be addressed legislatively as Congress considers a new chapter
of the law relating to tobacco products. We believe strongly that cigarettes should
be regulated as cigarettes, and not as medical products. This means that, as both
H.R. 140 and S. 2626 provide, cigarettes should be regulated by FDA, but under a
separate chapter of its governing statute. We’re convinced that any legislation that
attempts to shoehorn tobacco products into the existing medical categories is, as the
Supreme Court has already found, simply taking the wrong approach.

III. OUR EFFORTS TO DEVELOP TOBACCO PRODUCTS THAT COULD EVENTUALLY REDUCE
THE HARM CAUSED BY SMOKING

Having described the regulatory regime that we believe should be built to apply
to all tobacco products—both conventional and novel—we now turn to the status of
Philip Morris USA’s efforts to develop products that we hope will be subject to these
new regulations. One of our highest priorities today continues to be the development
of cigarettes that have the potential to reduce the harm caused by smoking. The

3Written statement of Matthew L. Myers, President, Campaign for Tobacco-Free Kids, to Sen-
ate HELP Committee (September 19, 2002).
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IOM Report exhaustively examines many of the issues involved in attempting to
achieve this goal by reducing smokers’ exposure to harmful compounds in cigarette
smoke.

Simply put, the public health community has identified a number of compounds—
out of the thousands present in cigarette smoke—that are potentially harmful to
smokers, without definitively settling on any specific one (or combination of them)
as the recognized cause of lung cancer or other smoking-related disease. Accord-
ingly, our basic strategy is to reduce smokers’ exposure to as many of these com-
pounds as we can, by means of products that will provide continued enjoyment to
our consumers. If we’re successful in finding ways of both reducing potentially
harmful compounds and reducing smokers’ actual exposure to them under real-
world conditions, we believe that—although it will take some time—the FDA will
be in position to help us evaluate whether our product development efforts are actu-
ally reducing the risk of tobacco-related diseases among current smokers. Then, de-
terminations can ultimately be made about whether any reduced-risk tobacco prod-
uct results in overall harm reduction across the population, because its risk-reduc-
tion potential is not offset by other factors, such as changes in smoking behavior,
discouraging current smokers from quitting or encouraging nonsmokers to start.

Our goal—which we believe provides both societal and shareholder value—is to
design the best products that we can, and then, ideally under the regulatory over-
sight of the FDA, to convince as many adult smokers (who don’t quit) as possible
to use them. It seems clear to us that we will not be able to make progress in this
area unless two critical conditions are met: first, that manufacturers such as our-
selves are successful at developing and making available tobacco products that re-
duce smokers’ exposure to harmful compounds compared to conventional cigarettes,
and second, that current smokers are given a reason—through the communication
of truthful, non-misleading information that avoids unintended consequences—to
switch to these products, even though they may be less enjoyable than the cigarettes
that most adults smoke today. For people who continue to smoke, we believe that
this is the best way to assure that the overall harm caused by smoking will be
meaningfully reduced.

We have extensive research programs, both external and internal, that are fo-
cused on advancing our knowledge about tobacco smoke, including the compounds
of smoke and smokers’ actual exposure to them, to support our efforts to develop
new product designs. We are continuing to devote substantial research and develop-
ment efforts to develop and launch cigarettes that significantly reduce smokers’ ex-
posure to compounds that have been identified by public health authorities as harm-
ful or potentially harmful. We are making progress in this area, and hope to intro-
duce new products with appropriate consumer communications as quickly as pos-
sible.

For example, one current result of our efforts is the introduction of an electrically
heated cigarette smoking system (EHC), called Accord, in a limited test market
without communications to consumers regarding reductions in potentially harmful
compounds. The specially-designed lighter heats the EHC to a lower temperature
than that at which a lit cigarette burns; the lower the temperature of the tobacco,
the lower the quantities of certain harmful compounds. In comparing the EHC to
a standard lit-end industry reference cigarette, we first made evaluations of smoke
chemistry, Ames activity (a measure of damage to DNA), cytotoxicity (a measure of
cell damage and tissue irritation), and inhalation exposure in laboratory rats. Philip
Morris USA scientists have shared many of these results with their colleagues in
the scientific community; examples of their presentations are available on online at
http://www.ehcss-science.com.

More recently, we have conducted tests—including both clinical studies to assess
the levels of potentially harmful compounds that smokers are actually exposed to,
and machine tests that we believe more closely approximate actual smokers’ behav-
ior than the existing FTC method—comparing the results of smoking the EHC to
those of smoking various commercially available conventional cigarettes. While we
are still in the process of evaluating these tests, we hope that they will show that
smokers of the EHC were exposed to substantially lower amounts of certain harmful
compounds present in tobacco smoke than smokers of the conventional brand styles
that were tested.

In addition, we are working very hard on the development of a conventional lit-
end cigarette which includes a state-of-the-art filter, that uses activated carbon that
we hope will be shown to reduce certain harmful compounds in smoke. It works like
a carbon water filter, which reduces some of the unwanted things in the water that
people drink. This prototype cigarette design also includes flavor components to add
flavor to replace tobacco flavors trapped by the carbon.
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Neither the EHC nor the cigarette with the new filter has been proven to reduce
the risk of smoking-related disease, and smokers of these products would still be
inhaling many compounds that are potentially harmful. But we believe that these
product technologies show promise for the future, and that the FDA should be em-
powered as quickly as possible so that the agency can begin to work with us to
evaluate their potential for reducing the risk of contracting smoking-related disease,
and the overall harm to the population caused by smoking.

As we consider the details of the various legislative proposals that are active
today, we respectfully urge Congress to keep in mind that innovation in developing
new products are crucial to their ultimate success. In order to have any real impact,
reduced exposure products must be acceptable to adult smokers. We see little over-
all benefit to consumers or society if harm reduction is not pursued in the context
of cigarettes that adult consumers will continue to enjoy smoking. As the 1998 Ca-
nadian Experts’ Committee on this subject concluded, “[ilf smokers would not buy
these products, product modification initiatives would fail.”

IV. THE WISDOM OF THE IOM PRINCIPLES, AND THE NEED FOR ACTION.

We now turn to a general overview of the policy issues relating to potentially re-
duced exposure and reduced risk tobacco products. This portion of our statement
discusses our strong belief that FDA regulation—in line with the IOM Report’s rec-
ommendations—is an essential component to an effective overall harm reduction
strategy, the debate over whether this strategy is a good one, and the consequences
of simply preserving the status quo.

The Need for FDA Regulation of Innovative Tobacco Products

We strongly agree with the IOM Report that governments should help determine
what is, and what is not, a “reduced exposure” or “reduced risk” tobacco product.
Clearly, the best approach is for regulatory authorities to make such determina-
tions, based on the best available scientific information. As the IOM Report indi-
cates, a product should be designated and marketed as “reduced exposure” or “re-
duced risk” upon an adequate showing of potential exposure or risk reduction to cur-
rent smokers. Whether a product offers potentially reduced exposure or risk to an
individual smoker is a purely scientific (as opposed to a policy) question that FDA
should determine based on the data; the policies of encouraging quitting, discour-
aging nonsmokers from starting and assessing overall harm reduction across popu-
lations is a separate question, and can and should be dealt with through post-mar-
ket surveillance, educational programs and appropriate labeling.

Moreover, we believe that the purpose of regulation in this area—and the specific
details of the FDA’s legislative mandate—should be to encourage innovation, not to
stifle competition and the development of potentially beneficial new technologies.
We hope that everyone can agree that the FDA should not inadvertently be directed
or permitted to actually inhibit the development of these products, and in the proc-
ess to deny millions of today’s smokers a genuine opportunity to potentially reduce
their chance of contracting smoking-related diseases.

Once, as a matter of science, the FDA concludes that a new product has the po-
tential to offer reduced exposure or reduced risk, the best approach would be for the
agency to play an important role in overseeing any claims—explicit or implied—
made about it by its manufacturer regarding exposure or risk-reduction.

Crafting appropriate claims regarding these tobacco products is an undertaking
requiring great care and attention; we are mindful of the critical need for manufac-
turers to work with the FDA so that marketing messages clearly communicate that
all smoking can be harmful, and that the best option from a health perspective is
to quit. Once again, as with determinations regarding the scientific issues of poten-
tial exposure and risk-reduction, we believe that the best approach is for the FDA
to decide what communications to consumers are appropriate on this subject.

On the one hand, regulation should ensure that consumers are not mistakenly led
to believe that a particular product may be an acceptable alternative to quitting
from a health perspective. On the other hand, regulation should not be utilized as
a tool to suppress legitimate, accurate and objective information about product de-
velopments that individuals may find to be beneficial or important. The key here
is for all communications to consumers to be truthful and not misleading in the con-
text of the fact that there is no safe cigarette.

The Debate Over Harm Reduction as a Strategy
The IOM Report was commissioned by the FDA to (in the Report’s words) “ad-
dress the science base for harm reduction from tobacco. The committee concluded

early in its deliberations that the science base for harm reduction will evolve over
time.”
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We're keenly aware that some members of the public health community are op-
posed to the very concept of developing and offering “reduced exposure” or “reduced
risk” tobacco products, because they are concerned that their availability might dis-
courage smokers from quitting or encourage them to start smoking. These advocates
appear to believe that the only acceptable message for the government to commu-
nicate, irrespective of potential alternatives, is a directive to not consume tobacco
products at all. Philip Morris USA respectfully disagrees with this way of thinking,
and strongly believes that it would be wrong, if products that could ultimately re-
duce the harm caused by smoking are developed, to deny adult smokers access to
information about their potential benefits. We’re convinced that information about
potentially reduced-exposure or reduced-risk products—that is truthful and not mis-
leading—should be disclosed to consumers, so that they can consider the informa-
tion and then decide for themselves which path to take.

The IOM Report has some important things to say about the debate over whether
“reduced exposure” and “reduced risk” tobacco products should be pursued:

Some public health officials oppose the adoption of harm reduction strategies
because of concerns that promoting this approach will not, over the long term,
prove to be beneficial to public health or to the individual tobacco users who
might otherwise have quit. Whatever the merits of this position, marketplace
forces already at work have put this issue on the policy agenda, and new prod-
ucts are being developed and offered as harm-reducing alternatives to conven-
tional tobacco products...Manufacturers should be permitted to market to-
bacco-related products with exposure reduction or risk reduction claims only
after [FDA] approval based on scientific evidence (a) that the product substan-
tially reduces exposure to one or more tobacco toxicants and (b) if a risk reduc-
tion claim is made, that the product can reasonably be expected to reduce the
risk of one or more specific diseases or other adverse health effects, compared
with whatever benchmark product [FDA] requires to be stated in the label-
ing...[The] regulatory process should not discourage or impede scientifically
grounded claims of reduced exposure, so long as steps are taken to ensure that
consumers are not misled...
The IOM Report recommends, among other things, that manufacturers be given “the
necessary incentive to develop and market products that reduce exposure to tobacco
toxicants”; that consumers be “fully and accurately informed” about the health con-
sequences of these products; that claims about their potential for reducing harm be
regulated; and that research be conducted to ascertain the products’ “potential for
harm reduction for individuals and populations.”

In the absence of the regulatory oversight recommended by the IOM Report, Phil-
ip Morris USA is, as discussed in section III of this statement, making a genuine
effort to develop potentially reduced exposure products in accordance with the Re-
port’s recommendations, recognizing that there is currently no regulatory agency to
validate Philip Morris USA’s research and development efforts, or any independent
scientific experts available to fully assess these efforts without funding from either
the government or ourselves.

The Status Quo is Unacceptable

The questions regarding the IOM Report’s recommendations and harm reduction
as a strategy are important ones, worthy of thorough discussion, and we urge Con-
g}l;ess to find the common ground and to pass legislation which will finally resolve
them.

Without Congressional action, Philip Morris USA will continue to face a genuine
dilemma. We're aware that it would not be ideal to begin to communicate to con-
sumers about our new products’ potential benefits in the absence of FDA regulation;
this is an important reason that we have been seeking it for such a long period of
time. However, without new legislation and the regulatory oversight that would fol-
low, we are faced with the choice of making good faith communications about our
new products based solely on our rigorous internal and external scientific processes
and our scientists’ engagement with external stakeholders, or not communicating in-
formation that may prove to be important to over 40 million consumers across the
country. We note in this regard that time is not standing still—many of Philip Mor-
ris USA’s competitors are already communicating directly with consumers about
their new product designs; as the IOM itself said in its report, “marketplace forces
already at work have put this issue on the public policy agenda, and new products
are being developed and offered as harm-reducing alternatives to conventional to-
bacco products.”

Without new legislation that implements the IOM Report’s principles, we would
undoubtedly face criticism no matter which path we choose to take—but it is truly
the millions of adult smokers in this country who have the most at stake here; we
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strongly believe that we would all be doing them a real disservice if we fail to come
together to support the passage of legislation that will implement the IOM Report’s
recommendations, and place the FDA in the center of the critical decisions about
tobacco products that, with or without regulation, are going to need to be made in
the months and years ahead.

V. CONCLUSION

We believe that Congress has the opportunity to forge a new national tobacco pol-
icy that will create substantial new authority for the FDA to adopt regulations for
tobacco products in accordance with the principles articulated in the IOM Report,
while continuing to permit adults who wish to use them to do so legally. The issues
you are considering today could make a substantial contribution to progress towards
that goal. We hope this statement provides you with helpful input, and makes it
clear that our company truly is supportive of a comprehensive and effective new reg-
ulatory regime that includes every area addressed by the IOM Report, and in prac-
tice will actually result in what we think everyone should be able to agree upon as
a primary objective: reduced harm from tobacco consumption for both current and
future generations.

We also hope that you agree with our conclusion that the status quo simply is
not serving the needs of American smokers, and that, as the IOM Report has noted,
novel tobacco products are being—and will continue to be—marketed under what-
ever regulatory regime is in place. The issue before us is not whether such products
will come into being; but rather what the degree of the governmental oversight of
them will be. These issues are complex and controversial, but we pledge to work
with anyone and everyone who wishes to join in this challenge, and commend this
subcommittee for the progress this hearing represents as a critical next step.

ANNEX 1

THE DEBATE OVER REDUCED-EXPOSURE AND REDUCED-RISK TOBACCO PRODUCTS: FULL
DISCLOSURE VS. GOVERNMENT SUPPRESSION OF TRUTHFUL AND NON-MISLEADING IN-
FORMATION

Competing proposals to give FDA regulatory authority over tobacco products take
different approaches to regulating potentially “reduced-exposure” and “reduced-risk”
tobacco products. These products have the potential to reduce the health risks asso-
ciated with conventional tobacco products by, for example, lowering the smoker’s ex-
posure to toxic substances in the smoke. This paper takes the view that the ap-
proach most consistent with sound public policy and First Amendment protections
is that which provides consumers with more information, rather than less or none
at all. The public health safeguard in this approach is that FDA would decide both
whether a product does indeed present reduced exposure or reduced risks, and what
marketing claims may be made about the product. But once this determination is
made, neither FDA nor any other government body could gag truthful and non-mis-
leading information about the product.

EXECUTIVE SUMMARY

The debate over how to regulate these products has resulted in a debate over con-
sumer communications. On one side are those who share the view that the govern-
ment should simply evaluate claims based on their scientific merits and deal with
any public health concerns by providing for full disclosure to consumers and through
other public health measures. On the other side are those who fear that the very
existence of these products, despite the fact that FDA would review, approve and
regulate any accompanying claims, would have a net adverse public health impact
by encouraging more people to start smoking in the first place and/or by discour-
aging from quitting people who adopt the misguided view that smoking is now
“safe.” Therefore, this contingent supports giving the government authority to sup-
press reduced-exposure and reduced-risk claims about tobacco products.

The government suppression tact flies in the face of the First Amendment and
sound public policy. The Supreme Court has made clear that suppression of infor-
mation is not a useful or suitably tailored restriction on commercial speech.

The notion that benefits would result from suppressing truthful and non-mis-
leading information tobacco products is premised on the speculation that adults
might use this information in a manner that is disfavored by the government. A
benefit deriving from this kind of paternalistic assumption, however, is not one that
the Constitution recognizes as legitimate. Further, even if suppressed by the govern-
ment, information concerning novel tobacco products is likely to reach consumers
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through any number of alternative sources. And FDA or another government agency
will not have scientifically vetted this information.

Moreover, suppressing information on reduced-exposure and reduced-risk tobacco
products would not necessarily advance the government’s interest in protecting pub-
lic health. In order to provide this speculative benefit to certain individuals, the gov-
ernment would have to impose clear harms on others—specifically, on those people
who will use tobacco products regardless and who, because of the suppression of in-
formation, would be denied the ability to select products with demonstrated poten-
tial benefits. Thus, a significant part of the population may be denied crucial infor-
mation in order to “protect” a speculative segment of the population.

In addition, the government has available to it more narrowly tailored means of
advancing its public health interests. For example, it could:

* ensure that consumers are given all necessary information to ensure that they are
not misled regarding the health risks that remain with reduced-exposure and
reduced-risk tobacco products, or that quitting or not starting is still the most
risk-free approach; and

 stress other public health programs to encourage smoking cessation and preven-
tion.

In short, to quote the Supreme Court, “the preferred remedy is more disclosure,
rather than less,” Bates v. State Bar of Arizona, 433 U.S. 350, 375 (1977) (emphasis
added), and “[ilf the First Amendment means anything, it means that regulating
speech must be a last—not first—resort.” Thompson v. Western States Medical Cen-
ter, 122 S.Ct. 1497, 1507 (2002) (emphasis added). Indeed, “if the [glovernment [can]
achieve its interests in a manner that does not restrict speech, or that restricts less
speech, the [glovernment must do so.” Id. at 1506 (emphasis added). Accordingly,
legislation should task FDA with reviewing claims based on their scientific merits.
FDA also should have ample authority to ensure that consumers are provided with
full disclosure regarding such products. Other public health tools should supplement
these efforts by continuing to encourage smoking cessation and prevention. This ap-
proach is consistent with the approach outlined by the Institute of Medicine: “The
regulatory process should not discourage or impede scientifically grounded claims of
reduced exposure, as long as steps are taken to ensure that consumers are not mis-
led...” Institute of Medicine, “Clearing the Smoke: Assessing the Science Base for
Tobacco Harm Reduction” (2001), at 7-13.

I. BACKGROUND

In 2001, the Committee to Assess the Science Base for Tobacco Harm Reduction
(the “Committee”) of the Institute of Medicine (“IOM”) issued a report on reduced-
exposure and reduce-risk tobacco products commissioned by the Food and Drug Ad-
ministration (“FDA”).

The Committee made clear that it recommends a regulatory approach based on
sound science and full consumer disclosure. Prior to detailing its principles for the
regulation of reduced-exposure and reduced-risk tobacco products (which the Com-
mittee referred to as “potential reduced-exposure products,” or “PREPs”), the Com-
mittee stated:

“The committee did come to conclude that regulation of PREPs is necessary and
feasible.../RJegulation is needed to ensure that the product labeling and adver-
tising do not mislead consumers and accurately describe the products’ risks, in-
cluding the uncertainties that can only be resolved after long-term use. Con-
sumers should not use these new products on the basis of explicit or implicit
claims that these products carry less risk than traditional tobacco products un-
less such claims are true. Absent careful regulation of industry claims about
these products, informed choices by consumers will not be possible, the potential
benefit of harm reduction strategy is likely to go unrealized, and the long and
unsettling saga of light cigarettes may well be repeated.”
IOM Report, at 7-2 (emphasis added).

Notwithstanding IOM’s recommendations, however, certain legislative proposals
to grant FDA authority to regulate tobacco products appear to authorize FDA to
suppress information about PREPs even if FDA has verified that these products ac-
tually have the potential to present potential benefits for consumers. For example,
some proposals would permit manufacturers to make reduced-exposure or reduced-
risk health claims only if FDA determines that the product actually reduces the risk
of harm to individuals as a matter of science and is otherwise “appropriate” for the
“public health.”4

4See e.g., H.R. 936, 108th Cong. §572(a)(1), (2) (stating that FDA must determine that “based
on the best available scientific evidence the product significantly reduces the overall health risk
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This type of two-prong standard—with a “scientific merits prong” and an “appro-
priateness” prong—appears to respond to those segments of the public health com-
munity that have called for FDA discretion to suppress reduced-risk claims, not-
withstanding their veracity, based on their potential effect on consumer behavior.
See, e.g., National Cancer Society et al., Why the FDA Should Regulate Tobacco
Products (June 27, 2002) (stating that FDA should have the authority “to prohibit
or restrict...claims that discourage people from quitting or encourage them to start
using tobacco”); Campaign for Tobacco Free Kids, Critical Elements of FDA Author-
ity Over Tobacco (Feb. 18, 2000) (“FDA should have the authority to pro-
hibit...health claims that have an adverse effect on the overall risk to the Amer-
ican public...”).5

Thus, under this two-prong standard, even if valid scientific evidence dem-
onstrates to FDA’s satisfaction that a product presents potential benefits, the agen-
cy could prohibit truthful and non-misleading information about the product’s re-
duced-exposure or reduced-risk potential from being communicated to consumers in
the marketplace.

II. THE FIRST AMENDMENT PRECLUDES THIS KIND OF SUPPRESSION OF INFORMATION

This approach to the regulation of PREPs would violate the First Amendment and
sound public policy. First, the suppression of information would not materially and
directly advance the government’s legitimate interests in encouraging tobacco ces-
sation and prevention. Instead, the suppression of information would harm a clearly
identifiable group of individuals. Second, the government has far more tailored
means at its disposal to address any impact of PREPs on the rates of smoking ces-
sation and initiation. Such alternatives include the mandatory use of public health
disclaimers to ensure that PREPs are not perceived as safe, and the pursuit of other
public health programs to encourage tobacco cessation and prevention.

The Supreme Court repeatedly has held that once a product is legally sold in the
United States, the government may not deny adults truthful and non-misleading in-
formation about the product. Rather, the government must adopt more tailored re-
strictions to achieve its legitimate purposes. As the Supreme Court stated in its
seminal commercial speech case:

“There is, of course, an alternative to [a] highly paternalistic approach [to regu-
lating commercial speech]. That alternative is to assume that this information
is not in itself harmful, that people will perceive their own best interests if only
they are well enough informed, and that the best means to that end is to open
the channels of communication rather than to close them...It is precisely this
kind of choice, between the dangers of suppressing information, and the dangers
of its misuse if it is freely available, that the First Amendment makes for us.”
Virgénia B;d. of Pharmacy v. Virginia Citizens Consumer Council, Inc., 425 U.S. 748,
770 (1976).

“[Blans against truthful, nonmisleading commercial speech...usually rest solely
on the offensive assumption that the public will respond “irrationally” to the truth.
The First Amendment directs us to be especially skeptical of regulations that seek
to keep people in the dark for what the government perceives to be their own good.”
Thompson v. Western States Medical Center, 122 S.Ct. 1497, 1508 (2002), citing 44
Liquormart v. Rhode Island, 517 U.S. 484, 503 (1996) (plurality opinion).

In Lorillard Tobacco Co. v. Reilly, 533 U.S. 525 (2001), the Supreme Court struck
down certain restrictions on the advertising of tobacco products because those re-
strictions were not sufficiently tailored to fit the government’s objective of protecting
children. This holding reaffirmed that the Court will carefully scrutinize commercial
speech restrictions, including in the case of tobacco products, to determine if less
restrictive means are available to achieve the government’s purpose. The Reilly
Court also made clear that commercial speech restrictions continue to be subject to
the following four-part inquiry developed by the Supreme Court in the Central Hud-
son case:

“For commercial speech to come within [the First Amendment], it at least must
concern a lawful activity and not be misleading. Next, we ask whether the as-
serted government interest is substantial. If both inquiries yield positive an-
swers, we must determine whether the regulation directly advances the govern-

to the public when compared to other tobacco products,” and that in approving reduced-risk
claims, FDA must “ensure [the claim’s] accuracy and, in the case of advertising, ...prevent such
statement from increasing, or preventing the contraction of, the size of the overall market for to-
bacco products” (emphasis added).

5For example, H.R. 936 provides that FDA must prevent reduced-risk advertising claims from
“increasing, or preventing the contraction of, the size of the overall market for tobacco products.”
H.R. 936 §575(a)(2).
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ment interest asserted, and whether it is not more extensive than is necessary

to serve that interest.”
447 U.S. 557, 566 (1980). “We have said that the last two steps of the Central Hud-
son analysis basically involve a consideration of the ‘fit’ between the legislature’s
ends and the means chosen to accomplish those ends.” Rubin v. Coors Brewing Co.,
514 U.S. 476, 486 (1995).

Simply put, the suppression of information about PREPs does not fit the govern-

ment’s interest in encouraging tobacco cessation and prevention.

A. The Suppression of Reduced-Risk Information Would Elevate Presumed
Paternalistic Benefits for Some Over Real Harms for Others

The premise behind providing FDA with authority to suppress truthful and non-
misleading information appears to be that the costs associated with the possible
changes in the rates of cessation and initiation might outweigh the benefits result-
ing from communications about PREPs. To tilt the balance in this fashion, however,
one would have to value the presumed benefits that may be provided to some indi-
viduals over the real costs that would be imposed on others. Such conjecture, how-
ever, cannot justify the suppression of truthful and non-misleading commercial
speech under the First Amendment. “Such speculation certainly does not suffice
when the [government] takes aim at accurate commercial information for paternal-
istic ends.” 44 Liquormart, 517 U.S. at 507.

Moreover, as detailed below, an abstract discussion about costs and benefits fails
to illuminate the serious consequences of suppressing truthful information about
PREPs.

1. The Paternalistic and Speculative Benefits Provided by the Suppression of Infor-
mation Are Insufficient to Pass Constitutional Muster

The suppression of information presumably would be intended to benefit that seg-
ment of the population that would quit or never initiate smoking if information
about PREPs is not available, but who would choose to switch to or begin using
them if they were made aware of these products. Viewed from a “paternalistic” per-
spective, this segment of the population would be benefited by the suppression of
information. Attempting to justify the suppression of information on this basis, how-
ever, is at odds with the Constitution, because paternalism is not a legitimate gov-
ernmental interest, and because the realization of this paternalistic benefit would
be impermissibly speculative.

The government “does not have the broad discretion to suppress truthful, nonmis-
leading information for paternalistic purposes...” 44 Liquormart, 517 U.S. at 510.
Indeed, the Supreme Court has “rejected the notion that the [glovernment has an
interest in preventing the dissemination of truthful commercial information in order
to prevent members of the public from making bad decisions with the information.”
Western States, 122 S.Ct. at 1507. “[TThe argument [for suppression] assumes that
the public is not sophisticated enough to realize the limitations of advertising, and
that the public is better kept in ignorance than trusted with correct but incomplete
information. We suspect the argument rests on an underestimation of the pub-
lic...[W]e view as dubious any justification that is based on the benefits of public
ignorance.” Bates v. State Bar of Arizona, 433 U.S. 350, 374-375 (1977). “To endeav-
or to support a restriction upon speech by alleging that the recipient needs to be
shielded from that speech for his or her own protection...is practically an engraved
invitation to have the restriction struck.” Wash. Legal Found. v. Friedman, 13 F.
Supp. 2d 51, 70 (D.D.C. 1998) (judgment vacated on other grounds). “[TThe govern-
ment may not restrict speech because it fears, however justifiably, that the speech
will persuade those who hear it to do something of which the government dis-
approves.” David A. Strauss, Persuasion, Autonomy, and Freedom of Expression, 91
Colum. L. Rev. 334, 334 (1991).

Moreover, this justification for suppression of information would fail the third
prong of the Central Hudson test because it would require the court “to engage in
the sort of “speculation or conjecture” that is an unacceptable means of dem-
onstrating that a restriction on commercial speech directly advances the [govern-
ment’s] asserted interest.” 44 Liquormart, 517 U.S. at 507. For example, in Rubin
v. Coors Brewing Co., 514 U.S. 476 (1995), the Court concluded that the govern-
ment’s prohibition on displaying alcohol content on beer labels failed the third prong
of Central Hudson because it would not sufficiently advance the government’s inter-
ests in preventing “strength wars” in the marketing of alcoholic beverages. The
Court reasoned that the government’s burden “is not satisfied by mere speculation
or conjecture; rather, a governmental body seeking to sustain a restriction on com-
mercial speech must demonstrate the harms it recites are real and that its restric-
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tion will in fact alleviate them to a material degree.” Id. at 487, quoting Edenfield
v. Fane, 507 U.S. 761, 770-771 (1993).6

It is far from clear that suppressing information would “in fact alleviate” the per-
ceived harms that might arise from the introduction of PREPs. Any information
suppressed by the government likely would find its way to consumers through other
channels, though almost certainly in a less accurate form that has not been subject
to scientific verification. As the IOM Report notes, “marketplace forces already at
work have put this issue on the public policy agenda,” and consumers will seek out
PREPs “with or without scientific guidance.” IOM Report at 7-1, 7-2. Moreover, as
discussed below, any advance in the public health that purportedly results from the
suppression of information would be undermined by the adverse effects of such sup-
pression on individuals who would have used PREPs had the suppressed informa-
tion been available to them.

2. Real Harms Would Be Imposed by the Suppression of Information

Though the benefits to be derived from the suppression of information about
PREPS are speculative, it is clear that a separate group of individuals would be
harmed by the suppression of such information. This group consists both of smokers
who would have switched to PREPs instead of continuing to use conventional to-
bacco products, and nonsmokers who would have begun using PREPs instead of con-
ventional tobacco products if they had been provided with information about PREPs.
Regardless of one’s philosophical bent, everyone should agree that this group, which
ends up taking on more risks solely because of the suppression of information, is
substantially harmed by that suppression.

It is neither sound public policy nor constitutionally permissible for the govern-
ment knowingly to harm a certain group of individuals by suppressing information
for the presumed benefit of others. The Supreme Court held in the Western States
decision that such a suppression of commercial speech cannot be reconciled with the
First Amendment. Western States, 122 S.Ct. at 1508-09. In this decision, the Court
invalidated provisions of the Food and Drug Modernization Act (“FDAMA?”) that pro-
hibited advertising of “compounded drugs,”? which the government argued were
necessary to ensure that drug compounding was not used to circumvent the new
drug approval requirements of the Federal Food, Drug, and Cosmetic Act (“FDCA”).
Id. at 1504-06.

The Supreme Court found that the prohibition on advertising of compounded
drugs was impermissible, inter alia, because of “the amount of beneficial speech”
that it prohibited without furthering the asserted governmental objective. Id. at
1508.8 Specifically, the Court pointed out that the prohibition would prevent phar-
macists with “no interest in mass-producing medications” in circumvention of FDCA
from telling doctors about alternative drugs available through compounding that
would be useful in treating patients with special medical needs. Id. at 1508-09. The
fact that such “useful speech” would be suppressed even though doing so would not
“directly further” the government’s asserted objective was “enough to convince” the
Court that the challenged provisions were unconstitutional. Id. at 1509.

Following Western States, the suppression of information about PREPs would be
unconstitutional because it would result in real harm for certain groups of people
without furthering a substantial governmental interest. The suppression of truthful,
non-misleading claims clearly would redound to the detriment of certain individ-
uals—i.e., those who, had they been exposed to the claims, would have switched to
PREPs from conventional tobacco products. Moreover, the only motivation for sup-
pressing truthful and non-misleading reduced-risk information would be the govern-

6When viewed from a more “utilitarian” perspective, these individuals are not benefited at
all by the suppression of information. From this perspective, adults are better off if they are
left free to make their own decisions based on full information. As University of Chicago Law
School Professor Cass Sunstein puts it, “people should be allowed to select their preferred mixes
of risk, employment, salary, medical care, and so forth.” Cass R. Sunstein, Informing America:
Risk, Disclosure, and the First Amendment, 20 Fla. St. U. L. Rev. 653, 659 (1993); see also Mar-
tin H. Redish, Tobacco Advertising and the First Amendment, 81 Iowa L. Rev. 589, 592 (1996)
(“The asserted justifications for such regulation of the truthful promotion of a lawful product
derive exclusively from a premise of governmental paternalism that is fundamentally incon-
sistent with both the purposes served by free speech and the democratic system of which free
speech is a central element.”)

7Drug compounding, a “traditional component of the practice of pharmacy,” is a process by
which a pharmacist or doctor combines or alters drug ingredients to create a medication typi-
cally not commercially available and which is tailored to the needs of a particular individual,
e.g., an individual that is allergic to an ingredient in a mass-produced product. Id. at 1500.

8In response to the Western States decision, FDA issued a Federal Register notice seeking
comments to “ensure that its regulations, guidances, policies, and practices continue to comply
with the governing First Amendment case law.” 67 Fed. Reg. 34,942 (May 16, 2002).
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ment’s desire to prevent people from using the information to make choices that the
government disfavors. Yet, as discussed above, the Constitution does not recognize
such a motivation as a legitimate basis for restricting commercial speech. Under
these circumstances, not only would the government impermissibly be saying that
it knows what is best for certain of its citizens, but in doing so, it would affirma-
tively harm other citizens.

The government’s decision to suppress reduced-risk information also has severe
co}rllslequences for the individual and, indeed, for our system of government as a
whole:

[TThe fundamental premise of the First Amendment—indeed, of the very demo-
cratic system of which the First Amendment is such an important part—is that
citizens must be trusted to make their own lawful choices on the basis of a free
and open competition of ideas, opinions, and information. If government is per-
mitted paternalistically to shield its citizens from such open debate as a means
of controlling their behavioral choices, it will have simultaneously affronted in-
dividual dignity and stunted the individual’s personal and intellectual growth,
a developmental process that lies at the heart of the free speech right. It will
simultaneously have contributed to an intellectual atrophy of the citizen that
ultimately will undermine her effective participation in the democratic system.
Redish, Tobacco Advertising and the First Amendment, supra, at 636.

B. More Targeted Approaches Are Available to Address Public Health Con-
cerns About PREPs

Far more targeted approaches are available for the government to address con-
cerns about the impact that PREPs might have on the rates of smoking cessation
and initiation. FDA should ensure that information about the product’s reduced-ex-
posure or reduced-risk potential is presented to consumers in a truthful and non-
misleading manner. Indeed, authority to prevent false and misleading product infor-
mation is a standard FDA regulatory tool that currently applies to all product label-
ing and promotional materials regulated under FDCA, and that would be extended
to tobacco products by proposals granting FDA authority to regulate such products.
In addition, other public health tools to encourage tobacco cessation and prevention
are available and currently in use.

1. FDA Should Consider Appropriate Use of Disclaimers to Address Public Health
Concerns

The Supreme Court held in Western States that “if the [glovernment can achieve
its interests in a manner that does not restrict speech, or that restricts less speech,
the [glovernment must do so.” Western States, 122 S.Ct. at 1506-07 (emphasis
added) (holding that the government failed to demonstrate that preserving the in-
tegrity of the FDCA drug approval process could not be achieved through means
that imposed a lesser burden on speech than the FDAMA prohibition on advertising
compounded drugs). Consequently, the advertising prohibition challenged in that
case failed to satisfy the fourth prong of the Central Hudson test requiring that the
restrictions not be more extensive than is necessary to serve the governmental inter-
est. Id. See also Pearson v. Shalala, 164 F.3d 650, 655 (D.C. Cir. 1999) (there cannot
be “an absolute prohibition on...potentially misleading information...if the infor-
mation also may be presented in a way that is not deceptive”); Wash. Legal Found.
v. Friedman, 13 F. Supp. 2d at 73 (FDA restrictions on particular forms of manufac-
turer promotion of off-label uses for FDA-approved drugs were considerably more ex-
tensive than necessary, and “[t]he most obvious alternative is full, complete, and un-
ambiguous disclosure by the manufacturer”).

In Western States, the Supreme Court identified the use of so-called “disclaimers”
as an alternative way to ensure that consumers are not misled by advertisements.
Western States, 122 S.Ct. at 1508 (a governmental interest in preventing misleading
advertising could be achieved by “the far less restrictive alternative” of requiring
compounded drugs to bear warnings stating that the drugs are not FDA-approved
and that their risks are unknown). The D.C. Circuit made the same conclusion in
Pearson, stating that “we are skeptical that the government could demonstrate with
empirical evidence that disclaimers...would bewilder consumers and fail to correct
for deceptiveness...”. Pearson, 164 F.3d at 659-660; see also In re R.M.J., 455 U.S.
191, 203 (1982) (“[TThe remedy in the first instance is not necessarily a prohibition
but preferably a requirement of disclaimers or explanation.”). Furthermore, this
principle is “consistent with a well-established body of law that points to First
Amendment limits on federal agencies’ restrictions on commercial speech where less
restrictive alternatives are available.” Steven B. Steinborn & Kyra A. Todd, The
End of Paternalism: A New Approach to Food Labeling, 54 Food & Drug L.J. 401,
402 (1999). “Pearson stands as [a] reminder that regulatory agencies in general, and
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FDA in particular, must adopt a regulatory approach that recognizes the consumer’s
right to receive pertinent information.” Id. at 413-414.

Indeed, the Federal Trade Commission has long supported the position that dis-
claimers must be considered as an alternative when determining whether health
claims about a product are misleading. See Nat’l Comm’n on Egg Nutrition v. FTC,
570 F.2d 157, 164 (7th Cir. 1977); Margaret Gilhooley, Constitutionalizing Food and
Drug Law, 74 Tul. L. Rev. 815, 827 (2000); see also FTC Enforcement Policy State-
ment on Food Advertising, 59 Fed. Reg. 28,388, 28,393 (1994) (noting that the “sig-
nificant scientific agreement” standard in the Nutrition Labeling and Education Act
of 1990 (NLEA) is the appropriate standard to determine if health claims are mis-
leading only in situations where the claims are unqualified).

Providing consumers with additional information, such as through the use of dis-
claimers, is thus a more tailored means to address the potential impact of PREPs
on smoking cessation and initiation. “Any ‘interest’ in restricting the flow of accu-
rate information because of the perceived danger of that knowledge is anathema to
the First Amendment; more speech and a better informed citizenry are among the
central goals of the Free Speech Clause.” Rubin, 514 U.S. at 497 (Stevens, J., concur-
ring) (emphasis added). FDA could require, for example, that every tobacco product
designated as a PREP include labeling that reminds consumers that no tobacco
product is safe and that the best option is to quit or not to start in the first place.®

2. Other Public Health Tools are Available to Address Concerns Related to Smoking
Cessation and Prevention

An FDA-imposed restriction on the communication of information about PREPs is
not the only policy tool available to address concerns related to tobacco use. As the
Institute of Medicine noted, the regulatory system should not be viewed in isolation,
but rather “as an essential component of a package of public policy initiatives (in-
cluding research, education and surveillance) that this committee believes is nec-
essary to realize whatever benefit tobacco or pharmaceutical product innovation can
offer in reducing the nation’s burden of tobacco-related illness and death.” IOM Re-
port at 7-21, 22. “Harm reduction [should be] implemented as a component of a com-
prehensive national tobacco control program that emphasizes abstinence-oriented
prevention and treatment.” Id. at 7-21.

In this regard, Congress appropriated more than $100 million to the Centers for
Disease Control for its tobacco control efforts in FY—2003. Further, many states
have increased their spending on tobacco control efforts in the wake of the state at-
torneys general tobacco settlements (the “MSA”). These state and federal tobacco
control programs are in addition to the $1.5 billion that was earmarked in the MSA
to fund tobacco control efforts through a national public health foundation, the
American Legacy Foundation, which is overseen by the state attorneys general.

Indeed, the government would have the burden of demonstrating that programs
such as these could not adequately address the public health concerns raised by
PREPs, which would obviate the need to suppress truthful, non-misleading informa-
tion. “If the First Amendment means anything, it means that regulating speech
must be a last—not first—resort.” Western States, 122 S.Ct. at 1507.10

90f course, FDA could prohibit any reduced-risk or health claims for tobacco products that
have not been approved by FDA. See, e.g., Whitaker v. Thompson, 239 F.Supp. 2d 43, 54 (D.D.C.
Jan. 3, 2003) (holding that claims concerning the therapeutic effects of a dietary supplement
on an existing disease condition that were not approved as permissible reduced-risk claims for
the product were unlawful health claims).

10The Supreme Court ruled in Western States that the government must consider non-speech
related alternatives before resorting to restrictions on commercial speech. In the decision, the
Court identified several non-speech alternatives to FDAMA’s compounded drug advertising pro-
hibition that might be effective in achieving the government’s interest of ensuring the integrity
of FDCA’s drug approval process. Id. at 1506. These were (1) banning the use of commercial
scale manufacturing or testing equipment for compounding drug products; (2) prohibiting phar-
macists from compounding more drugs in anticipation of receiving prescriptions than in re-
sponse to prescriptions already received; (3) prohibiting pharmacists from offering compounded
drugs at wholesale to other state licensed persons or commercial entities for resale; (4) limiting
the amount of compounded drugs that a pharmacist may sell out of State or sell or make in
a given period of time; or (5) relying on the non-speech related provisions of FDAMA, which
include requiring that compounding only be conducted in response to a prescription or a history
of receiving a prescription, and limiting the percentage of a pharmacy’s total sales that out-of-
state sales of compounded drugs may represent. Id. at 1506. The government’s failure to explain
why these alternatives would not be adequate led the Court to conclude that FDAMA'’s adver-
tising prohibition was more extensive than necessary. Id. at 1506-07.
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III. CONCLUSION

Based on these precedents and the IOM Report’s recommendations, proposals to
grant FDA authority over tobacco products should ensure that adult consumers are
provided with truthful and non-misleading information about PREPs. “[Plerhaps the
first and most basic problem is that Americans lack the necessary informa-
tion...[Plerhaps the first goal ought to be to ensure genuinely informed choices,
rather than to dictate outcomes from Washington.” Sunstein, supra, at 654.

An outright ban on such information concerning PREPs would be inappropriate
and unconstitutional. Instead, FDA should be empowered to assess and approve
PREPs based on the scientific merits of the claims and then ensure that consumers
are not misled about the risks associated with those products. Additional public
health programs should continue to encourage smoking cessation and prevention.

Mr. STEARNS. At this point I would invite other members to do
the same if they wish to enter documents into the record, and with
that, I welcome my ranking member for an opening statement.

Ms. ScHAKOWSKY. Thank you, Mr. Chairman. It is good to see
you again.

Well, you have got to hand it to the tobacco lobby. If there were
such a thing as a chutzpa award, which roughly translates into
brazen gall, the effort today, in my humble opinion, would be wor-
thy of a prize.

Under the guise of concern for public health, the tobacco industry
has us here to discuss its efforts to gain advanced government ap-
proval or a marketing campaign that would promote tobacco prod-
ucts and their bottom line.

“Smokeless tobacco”—I put that in quotes—is a dressed up name
for dip, chew or spit tobacco, U.S. Tobacco, UST, wants to market
its spit tobacco as a safer alternative to smoking cigarettes. Smoke-
less tobacco is a threat to our Nation’s public health and especially
to the health of our children. Any type of claim that spit tobacco
as a safer alternative to smoking requires a substantive body of
evidence and an independent regulatory body capable of examining
the claims.

Such evidence and regulation does not exist. UST cannot back up
their campaign slogans, and that is why they have asked the FTC,
not the FDA, the FTC being a nonscientific regulatory agency, to
review the claims they want to make.

Tobacco causes cancer and other diseases, whether you smoke it,
chew it, suck it, put it up your nose. It can and after sustained use
probably will kill you.

UST’s argument that smokeless tobacco use is a healthier alter-
native to smoking is analogous to suggesting that one is better off
jumping off the fifth floor of the building rather than the 20th be-
cause, of course, both are likely to cost you your life. They want to
convince smokers who may be trying to quit or have quit, non-
smokers, children and others that their product is okay to use.

If we allow them to make these false claims, then the Congress
will share the blame for more lives lost to tobacco related diseases.

The government has no business endorsing media campaigns for
products like spit tobacco that lead to disease and premature
death. First we should do no harm. If we send a message to the
American public that it is okay to chew tobacco, we will be doing
harm. If we, instead, want to truly discuss ways to reduce harm
and promote health, we should spend time and money on legiti-
mate ways to end the use of tobacco in any form, period.
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Today, along with Congressman Waxman, I will be releasing a
report entitled “The Lessons of ‘Light’ and Low Tar Cigarettes.”
Without effective regulation, reduced risk tobacco products, so-
called reduced risk tobacco products, threaten the public health.

Mr. Chairman, I ask unanimous consent to insert this report into
the record.

Mr. STEARNS. Without objection, so ordered.

Ms. ScHAKOWSKY. Thank you.

[The report appears at the end of the hearing.]

Ms. SCHAKOWSKY. I think it is an important document to include
in the official record because it underscores parallels documented
by the Government Reforms Committee Democratic staff between
the efforts of the tobacco industry to mislead the public into believ-
ing that so-called light and low tar cigarette products are a healthy
alternative to regular cigarettes and the efforts currently underway
by UST to convince the Congress the FTC, and the public of the
virtues of its spit tobacco products.

This report includes previously undisclosed internal industry doc-
uments and demonstrates that the products that are marketed as
light and low tar are, in fact, not. We know that the tobacco indus-
try duped the FTC’s tests by designing cigarettes that only ap-
peared healthier when tested by machines, but did not provide
lower amounts of tar and nicotine to smokers.

We know that the industry has for some time been well aware
of the dangers these products pose. An internal company E-mail in-
cluded in this report, a senior research scientists at British-Amer-
ican Tobacco stated, “Our main problem appears to be the notion
that the technology exists to make cigarettes which are appreciably
less lethal. The technology does not exist. It will not exist.”

The report also demonstrates that tobacco industry officials con-
tinue to deceive the public with information from industry, the Na-
tional Cancer Institute, and the Department of Justice. The report
provides clear examples of current “reduced risk” product mar-
keting, including the marketing of spit tobacco specifically designed
to counter health fears, deceive consumers, deter quitting, and ex-
ploit the absence of effective regulation.

The FTC allowed for the marketing of light and low tar products
in the past, and the public was harmed. Now major lawsuits have
ensued. In my home State of Illinois, a court recently ruled against
Philip Morris and found that its creation of these brands was “im-
moral, unethical, oppressive, and unscrupulous.”

And UST is here today trying to present a case that their spit
tobacco products are not as harmful as smoking and, therefore, the
company should be allowed to make such statements on their pack-
aging. UST’s representatives want us to believe that they are offer-
ing a product that will improve overall health in the United States.

Quite the opposite is true. We know from industry documents
that UST has purposely targeted tobacco consumers in an effort to
promote “dual consumption,” not cessation of smoking.

We should not even be entertaining UST’s claims absent a com-
prehensive review and serious regulation by the FDA. The FDA
should have authority over all tobacco products, including spit to-
bacco, and authority to oversee the content, manufacture, sale, and
marketing of the product. Absent this regulation, allowing mar-
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keting strategies that include comparative health claims will lure
more kids into smokeless tobacco use and addiction, discourage cur-
rent users from quitting, and may increase the overall amount of
tobacco products being used in the United States.

Mr. Chairman, I thank you for your indulgence in letting me go
over. I think this is a very, very serious issue, and I appreciate the
opportunity to discuss this important issue today with our wit-
nesses.

Mr. STEARNS. I thank the gentlelady, and I will now recognize
the Chairman of the full committee, who probably will not agree
with you when you mention Tabasco sauce. The chairman, distin-
guished chairman of the committee, Mr. Tauzin.

Chairman TAUZIN. Thank you, Mr. Chairman.

I would not recommend you smoke Tabasco sauce though. It is
not necessarily a good idea.

Let me thank you, Mr. Chairman, for convening this hearing,
and I want to thank the Chairman of the Federal Trade Commis-
sion and the Surgeon General for coming to join us, and I hope it
will be a very instructive session, particularly as we move to the
second panel as well and get some insights as to this extraordinary
issue.

We have held hearings, as you know, in this committee on to-
bacco in the past, but this particular issue of tobacco harm reduc-
tion is not one I think that has been the subject of a great deal of
congressional debate, frankly, a good understanding yet. It was
back in 1964 that the Surgeon General released a report finding
that cigarette smoking is a health hazard of sufficient importance
to the United States to warrant appropriate remedial action.

And we now know that smoking kills over 400,000 people annu-
ally in the United States alone, and that is more deaths each year
than from AIDS, from alcohol, cocaine, heroin, homicide, suicide,
motor vehicle crashes, and fires combined. You cannot ignore those
kinds of statistics.

And during the past 4 decades we have made unprecedented
gains in preventing and controlling tobacco use. However, despite
the massive education campaigns and years of litigation, and sub-
stantial price hikes designed to curb smoking, it has picked up.
And when asked, most smokers say they want to quit. I think over
80 percent will say that in most surveys. Unfortunately very few
of them are able to break the habit.

There is no debate that the best option for any person using to-
bacco products is to stop, to stop using tobacco products, and par-
ticularly we need to continue to do all we can to discourage the use
of these products by children.

But we also know that nicotine is a remarkably addictive drug.
Some have likened the addictive qualities of nicotine to the intense
grip of cocaine or heroin. Unfortunately there are people who, try
as they may, are unable or unwilling to kick the smoking addiction.

Some in the medical community argue that we are giving these
hardened smokers only one uninviting option: quit or die. Increas-
ingly there are calls for options other than the quit or die approach,
such as tobacco harm reduction. There are studies now that have
found that some tobacco products, such as smokeless tobacco, are
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less hazardous than cigarettes, not unhazardous or safe, but less
hazardous.

These studies have resulted in a call for campaigns that would
encourage smokers to switch from cigarettes to smokeless tobacco,
which arguably could save many of the 400,000 people who will die
every year, and that is an intriguing concept, and if science bears
out these conclusions, we are faced with a myriad of questions that
I hope we begin to think about and perhaps begin to answer today
or at least set up a process whereby we might have the type of fo-
rums and discussions with officials and citizens of our country to
find the answers to these questions.

They include: should we communicate this reduced risk informa-
tion to the consumer? Is a person who is faced with a quit or die
option one of my children? Is that person to entitled to know that
there is another option that can reduce the risk of death and per-
haps even be a bridge to stopping smoking?

If so, how should we communicate this information. Obviously
the concern is if you communicate it improperly, you might encour-
age people to continue using tobacco, and that is not the goal obvi-
ously. So how do you do it properly?

Will promotion of certain tobacco products as reduced risk dilute
the anti-tobacco, anti-smoking message that we are sending chil-
dren, in particular? And that is a deep concern.

Finally, does a consumer have a right to know about safer to-
bacco products, about reduced risk products? We know in other
countries, such as Sweden, they made that decision, that con-
sumers were entitled to know, and there have been some remark-
able results as a result of simply communicating that information
to people who were faced with the quit or die option.

So these are questions I hope we will answer today. The hearing
is especially timely because the Federal Trade Commission is cur-
rently faced with a petition from the United States Tobacco Com-
pany that requests an advisory opinion on whether, based on cur-
rent science, it may advertise its smokeless product as a safer al-
ternative to smoking. I hope the Federal Trade Commission exam-
ines the issue carefully.

I urge Chairman Muris to invest the commission’s time and en-
ergy in a tobacco harm reduction workshop to more thoroughly
evaluate these claims. I think it is time for that, just to have a very
open and informative workshop so that we can understand whether
we need to make some new policy decisions in this country.

Few medical questions have stirred more public interest or cre-
ated more scientific debate than the tobacco health controversy.
The relationship between tobacco and health does not lead to easy
answers.

Nevertheless, there are 400,000 deaths in the United States at-
tributed to smoking. It is increasingly apparent that we must con-
tinue to search for new and novel solutions.

I want to thank you again, Mr. Chairman, for holding the hear-
ing and look forward to hearing from our two distinguished wit-
nesses today.

Mr. STEARNS. And I thank the Chairman.

The gentleman from Massachusetts is recognized.
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Mr. MARKEY. Thank you, Mr. Chairman, very much and thank
you for holding this hearing.

To say that smokeless tobacco is a safer alternative to smoking
cigarettes is very misleading. Smokeless tobacco products have
known carcinogens and that are linked to oral cancer and they are
addictive. This method of harm reduction may simply be trading
one vice for another.

A few years ago I introduced the Cigars Are No Safe Alternative
Act that would impose restrictions on the sale of cigars because
cigar use is not a safe alternative to smoking cigarettes either. Peo-
ple need to be informed of all of the risks of tobacco products.

Just as with cigars and cigarettes, children especially must not
be influenced by misleading advertising that glorifies the use or
these tobacco products. Three thousand young people begin smok-
ing in the United States every day. One thousand of these 3,000
will die from some lung related disease. Twenty percent of all
Americans who die each year, die from some lung related smoking
related disease. Obviously our goal should be to just stop it dead
in its tracks.

I believe that people should make informed decisions for them-
selves as to which is a better alternative and safer for them. How-
ever, people cannot make informed decisions about smokeless to-
bacco products because we do not even know all of the additives
that these products contain and what harm they may cause.

In fact, when the State of Massachusetts asked that these ingre-
dients be disclosed, the tobacco industry sued them and won. So we
do not even know all of the ingredients in these products.

There are safe, FDA approved nicotine based products that are
safe, and when Massachusetts used them in an advertising cam-
paign it helped to reduce smoking from 20 percent to 14 percent
in the male population. But I do not believe that any governmental
agency, the food and drug agency, the Department of Health and
Human Services, or the Federal Trade Commission, should pro-
mote the use of tobacco products, especially when we know they are
addictive, cancer causing, and gateways to further tobacco use.

The U.S. Smokeless Tobacco Company continued to advertise in
youth magazines despite signing a master settlement agreement in
1998 which prohibited indirect or direct advertising that targets
youth. In Massachusetts, the Attorney General was sued by the to-
bacco industry after trying to implement regulations that would
prevent advertising of smokeless tobacco products near schools or
playgrounds.

It is immoral to enhance a company’s sales by targeting children
to use an addictive substance that is detrimental to their health
and is also illegal.

I think that we have a very important subject that we are debat-
ing here today, but there is no greater cause of illness in the
United States than tobacco. It is central to the responsibilities of
this committee that we do nothing that enhances the likelihood
that young people will embrace this as a life style habit.

I thank you, Mr. Chairman.

[The prepared statement of Hon. Edward J. Markey follows:]
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PREPARED STATEMENT OF HON. EDWARD MARKEY, A REPRESENTATIVE IN CONGRESS
FROM THE STATE OF MASSACHUSETTS

Mr. Chairman thank you for holding a hearing on such an important issue. To
say that smokeless tobacco is a “safer” alternative to smoking cigarettes is mis-
leading. Smokeless tobacco products have known carcinogens, are linked to oral can-
cer, and are addictive. This method of “harm reduction” may simply be trading one
vice for another.

A few years ago I introduced the CANSA Act (Cigar Are No Safe Alternative Act)
that would impose restrictions on the sale of cigars, because cigar use is not a safe
alternative to smoking cigarettes either. People need to be informed of all the health
risks for all tobacco products. Just as with cigars and cigarettes, children especially
must not be influenced by misleading advertising that glorifies the use of these to-
bacco products.

I believe that people should make informed decisions for themselves as to which
is a better alternative and safer for them. However, people can not make informed
decisions about smokeless tobacco products because we do not even know all the ad-
ditives that these products contain and what harm they may cause. In fact when
the Commonwealth of Massachusetts asked that these ingredients be disclosed, the
tobacco industries sued them and won, so we still do not know of all the ingredients
in these products.

There are safe FDA approved nicotine based products on the market which are
made for the purpose of terminating a smoking habit. When Massachusetts pro-
moted the use of these nicotine-based products to stop smoking the number of males
who smoked daily was reduced from 20% to 14%. The nicotine-based products are
also more likely to be used by women, who make up a very small portion of the
users of smokeless tobacco products. These nicotine-based products are a safe and
effective way to end smoking. Let’s work to enhance and promote this safe alter-
native instead of cancer-causing smokeless tobacco products.

Smoking and tobacco use is a tremendous public health problem. Studies have
shown that smokeless tobacco use is a gateway to smoking. We must end smoking,
not shift the use of tobacco products.

I do not believe that any governmental agency, the Food and Drug Agency, The
Department of Health and Human Services, or the Federal Trade Commission
should promote the use of a tobacco products, especially when we know they are ad-
dictive, cancer causing, and gateways to further tobacco use.

The U.S. Smokeless Tobacco Company (USSTC) continued to advertise in youth
magazine despite signing a Master’s Settlement Agreement in 1998 which prohib-
ited indirect or direct advertising that targets youth. In Massachusetts the Attorney
General was sued by the tobacco industries after trying to implement regulations
that would prevent advertising of smokeless tobacco products near schools or play-
grounds. It is immoral to enhance a companies’ sales by targeting children to use
an addictive product that is detrimental to their health and it is illegal.

Promoting alternatives to smoking is a truly important endeavor and worthy
cause but only when these products are safe, and will not enhance the use of tobacco
products.

I am glad that we are having this hearing today and happy to hear the testimony
from our witnesses. I hope that we continue to work together to stop smoking by
the most effective but safest means.

Thank you.

Mr. STEARNS. I thank the gentleman.

And the gentleman, Mr. Whitfield.

Mr. WHITFIELD. Mr. Chairman, I guess we still have the policy
of 8 minutes if you forego your

Mr. STEARNS. We do if you want to forego your opening state-
ment.

Mr. WHITFIELD. I forego my opening statement.

Mr. STEARNS. Okay. The gentleman forgoes his opening state-
ment.

Ms. McCarthy.

MS. McCARTHY. Thank you, Mr. Chairman.

I am going to be very brief and put my remarks in the record.

I do want to thank you for this hearing, and I am glad to see
the panel that we have before us.
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I am personally shocked by the tobacco industry and their gross
misunderstanding of what an addiction is, and I certainly hope
today that we can shed some light on that gross misunderstanding.
I really believe their commitment should be to just fund program
that dissuade our children from this addiction that their product
causes and that they should be leading the effort to find and
produce funds to help with programs that will actually get individ-
uals to quit.

You cannot address an addiction successfully by saying, “Just
have a little bit.” It will not work.

And so I look forward to the panel’s testimony, and hopefully
that will help us help the industry understand that their gross mis-
understanding of what an addiction is is not acceptable to this Con-
gress.

Thank you, Mr. Chairman.

Mr. STEARNS. I thank the gentlelady.

The gentleman from New Hampshire, Mr. Bass.

Mr. BAss. Thank you very much, Mr. Chairman, and I appreciate
this interesting and quite controversial hearing.

First of all, I do not smoke cigarettes and I do not chew tobacco.
In fact, as a State senator, I introduced a bill to tax smokeless to-
bacco.

However, from my perspective there are policymakers in govern-
ment and in Congress who, if they had their choice, would chisel
off the tobacco leaves on the podium in the Congress because some-
how it would pollute and kill Members of Congress who happened
to walk nearby. And the issue that we are going to have a hearing
on today is not whether tobacco is safe for somebody to pick up and
take up, but whether or not somebody who is smoking cigarettes,
who may die of lung cancer, who other remedial means such as
stopping smoking completely or using some of these other products
which are advertised all over the place, whether those individuals
ought to be able or ought to at least know that if you have a ciga-
rette or a pack or two of cigarettes a day or you have a can of
smokeless tobacco, which is going to be better for you?

Now, they both may not be good for you, but I do not think you
can escape the conclusion that if you have a choice between these
two products that smokeless tobacco is probably going to be a bet-
ter alternative that will prolong your life.

And as I understand it, the Federal Trade Commission has a pro-
cedure underway to address this issue as to whether or not this in-
dustry can advertise in this manner, not bringing children in, not
talking about lung cancer. Nobody ever suggested that chewing to-
bacco caused lung cancer or anything like that, but whether or not
individuals who are addicted to cigarettes and have no other option
might be able to see advertising that indicates that chewing to-
bacco might be a better alternative.

I think it is a fair issue, and I am looking forward to hearing tes-
timony from both our Surgeon General and the FTC, as well as the
succeeding panels.

And I will yield back, Mr. Chairman.

Mr. STEARNS. The gentleman yields back the balance of his time.

The gentleman from Texas, Mr. Green.
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Mr. GREEN. Thank you, Mr. Chairman, and I would like to thank
you and our ranking member for holding this hearing on tobacco
harm reduction and the Federal Trade Commission’s role in deter-
mining the appropriate advertising of smokeless tobacco.

There is no question that smoking and tobacco use is hazardous
to our health. That is hopefully one issue that all of us in the room
can agree on. I represent an area where smokeless tobacco is used
by a lot of our young men as a right of passage. Now, this may not
be the case in New York or San Francisco, but when we discuss
how to help Americans quit smoking and what warnings our to-
bacco products should display, the debate is bound to heat up.

One thing is certain in my mind. Our efforts to discourage Amer-
icans from smoking cigarettes should not include advocating the
use of smokeless tobacco products. Tobacco kills, whether it is in-
haled or whether it is chewed, and that is a message that I think
most folks would want our FTC and our government to send.

Since the mid-1980’s we have known that smokeless tobacco
causes oral cancer, and to decrease one’s risk of lung cancer by in-
creasing his or her risk of oral cancer is not in the interest of public
health.

In resolving this marketing issue, the FTC is charged with en-
suring that we do not send mixed messages to the consumer. Cur-
rently three rotating warning labels appear on smokeless tobacco
packages, and they read:

One, the warning “this product may cause mouth cancer.”

Another warning, “this product may cause gum disease and tooth
loss.”

A warning, “this product is not a safe alternative to cigarettes.”

These warnings all send the same message. Smokeless tobacco is
hazardous to your health. For the FTC to consider a label effec-
tively promoting smokeless tobacco as a lower risk alternative to
cigarette smoking, however, sends a very different message. It says
that if you are going to use tobacco products but you also worry
about your health, smokeless tobacco is the way to go.

Not only is this message mixed. It also is based on questionable
science. A policy shift of this magnitude should not be based on the
study of the Swedish smokeless tobacco which contains fewer can-
cer causing agents, is regulated by the government and cannot be
advertised. There simply are no parallels to be drawn.

While the FTC has limited jurisdiction over tobacco, its mission
is clear. It ensures that companies do not market their products in
misleading or deceptive ways. To advertise smokeless tobacco as
healthier for you than cigarettes is, in my mind, both misleading
and deceptive because it holds the consumer’s hand as it leaps to
the rationalization that smokeless tobacco use is somehow okay. I
do not believe that we should be in the business of promoting that
mindset.

Mr. Chairman, a former Speaker of the House, Jim Wright, a few
years ago had reconstructive surgery at M.D. Anderson in Texas
because of jaw cancer. I happened to see Speaker Wright after that
and talked to him while he was in the hospital.

I do not know the reason, like a lot of times things develop, but
having been to M.D. Anderson and some of our great cancer facili-
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ties, I also know that cancer is not something we want to see,
whether it is in a former Speaker of the House or in our children.

And I yield back the balance of my time.

Mr. STEARNS. The gentleman yields back the balance of his time.

The gentleman from Arizona, the Vice Chairman of the com-
mittee, Mr. Shadegg.

Mr. SHADEGG. Thank you, Mr. Chairman.

And other than to express my appreciation for your holding this
hearing to enlighten us all on this subject and to welcome Dr.
Carmona, who is a resident of my State of Arizona and who came
to his current position from the faculty of the University of Ari-
zona, my alma mater, I will waive my opening statement and take
my 8 minutes of questioning.

Mr. STEARNS. The gentleman waives his opening statement.

The gentleman from Florida, Mr. Davis.

Mr. Davis. Thank you, Mr. Chairman.

I will reserve my time for questions.

Mr. STEARNS. The gentleman reserves the balance of his time.

Mr. Terry, welcome. An opening statement?

Mr. TERRY. No opening statement.

Mr. STEARNS. No opening statement.

Mr. Fletcher.

Mr. FLETCHER. I reserve.

Mr. STEARNS. Reserve the balance.

The gentlelady, Mrs. Cubin.

Mrs. CUBIN. I will submit my statement for the record.

Mr. STEARNS. By unanimous consent, so ordered.

[The prepared statement of Hon. Barbara Cubin follows:]

PREPARED STATEMENT OF HON. BARBARA CUBIN, A REPRESENTATIVE IN CONGRESS
FROM THE STATE OF WYOMING

Thank you, Mr. Chairman, for holding this hearing today and sparking continued
Congressional debate over what is right in educating consumers, reducing public
health risks and proper regulation in communicating the truth about tobacco.

I would also like to thank the distinguished panelists for joining us. Your diverse
insight and expertise will certainly guide the continued examination of the tobacco
harm reduction debate.

The issue of tobacco related death and disease is one that deserves a fair, honest
and scientifically-based debate. It is probable that each one of us here has a story
to tell of a friend or loved one negatively affected by the dangers of smoking.

Progress undoubtedly has been made in the research on the impacts of tobacco
use. We have come a long way in educating consumers—both young and old—about
the risks involved and ways to quit.

There are also a growing number of options available to those addicted to nicotine
with a desire to end their smoking habit by way of gradual or immediate means.
These breakthroughs have opened new doors in overcoming addiction and new
ground lies ahead that is worth continued exploration.

Regardless of what product there is to sell or potential profit that exists, we must
hold in the highest regard the human lives at stake here. Knowledge is power and
should not be withheld in the constraints of perhaps an outdated paradigm in the
battle to reduce smoking related fatalities and disease.

According to the Centers for Disease Control, hundreds of Wyomingites die from
diseases caused by smoking every year. If there is information available that would
save the lives of hundreds of my constituents who smoke, then we have a responsi-
bility to disseminate this life saving knowledge. To refrain from doing so would be
deceitful.

Today I hope the debate will be balanced, passionate and committed to the sci-
entific data available to us. The people of my home state deserve to know all of the
facts about tobacco use, further empowering their decisions as consumers and poten-
tially saving their lives. I look forward to determining how best this should be done.
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I thank the Chairman again and yield back the remainder of my time.

Mr. STEARNS. Mr. Ferguson, an opening statement?

Mr. FERGUSON. I will make an opening statement, Mr. Chair-
man.

Mr. STEARNS. Okay.

Mr. FERGUSON. Thank you very much.

I would like to begin by thanking you for holding this hearing on
a subject that is really terribly important to the public health of
our Nation. It is an undisputed fact that smoking is a killer, and
according to the American Lung Association, smoking related dis-
eases claim an estimated 430,700 American lives each year, and it
is directly responsible for 87 percent of lung cancer cases and
causes most cases of emphysema and chronic bronchitis.

I have had several family members, including grandparents, who
have died of lung disease, emphysema, lung cancer, and other ail-
ments related to their smoking. This list of ailments that smoking
causes or hastens is well founded and it is alarming, and it has
proven that smoking contributes to cancer of the lungs, the oral
cavity, the esophagus, the larynx, and is a contributing cause of
cancer in the pancreas, bladder, kidney, and cervix.

Finally, smoking costs the United States approximately $97 bil-
lion each year in health care costs and lost productivity. We need
to do all that we can to help current smokers to quit and to insure
that our children do not fall victim to this deadly habit.

Increased education and various other public health initiatives
have brought a gradual decline in smoking rates over the past 20
years. Studies have shown that 70 percent of smokers say that they
are interested in quitting. Thirty-four percent of smokers actually
attempt to quit.

However, only less than 10 percent of those people and only 2.5
percent of total smokers actually end up quitting. I think it is safe
to say that if someone close to us has given up smoking or has
tried, we all know how tough it actually is to break the habit.
There are many products on the market that are specifically de-
signed to help smokers break the habit. It is vital that the people
of our country are fully informed of the risks involved not only by
smoking, but of the various treatments and alternatives that help
to wean someone off the habit.

Many of the alternatives have undergone rigorous testing by the
FDA, but we must be mindful of those alternatives that may actu-
ally lead to smoking or that actually may be harmful in their own
right.

Again, I want to thank you, Mr. Chairman, thank the members
of this committee, and I want to thank our panelists who are here
today.

I yield back.

Mr. STEARNS. The gentleman yields back. I thank the gentleman.

As is customary, we allow our colleagues who are not a member
of the subcommittee, who are a member of the full committee for
an opening statement, and that is Mr. Waxman from California. I
welcome him.

Mr. WAXMAN. Thank you very much, Mr. Chairman, for allowing
me to participate in this hearing.
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Let me state at the outset I am not opposed in principle to harm
reduction strategies that are targeted toward addicted smokers, but
as we explore these possibilities, we need to remember that unsub-
stantiated health claims for tobacco products can have disastrous
consequences, keeping smokers from quitting and encouraging
teenagers to start.

These are not abstract concerns. We have had a failed experi-
ment with light and low tar cigarettes, and the advent of new re-
duced risk products poses similar risks. The report we are releas-
ing today with Representative Schakowsky finds disturbing par-
allels between the public health disaster of light and low tar ciga-
rettes and what companies like U.S. Smokeless Tobacco, UST, are
trying to do now.

Today the subcommittee is considering their request to market
its dangerous and addictive product as safer than cigarettes. In No-
vember 1994, I chaired the last congressional hearing to focus on
smokeless tobacco. We heard indisputable evidence that UST ma-
nipulated nicotine levels in its products to hook young users and
then graduate them to stronger products. And we heard UST deny
that smokeless tobacco is addictive.

Nearly 9 years later UST still argues that smokeless tobacco is
not a proven cause of disease and denies smokeless tobacco is ad-
dictive. UST claims its goal is to help smokers quit, but one of the
company’s strategic objectives is to promote dual consumption of
cigarettes and smokeless tobacco, the very opposite of cessation.

In a recent response, UST wrote to a “Dear Colleague” I sent out,
they denied some of the points that I made. They said it was base-
less to suggest the company added cherry flavoring to some of its
products to appeal to children, but according to a 1980 memo,
UST’s Senior Vice President said that younger and lighter users
prefer flavor and older users prefer tobacco taste.

They wrote that they never employed a strategy to graduate
young users to a more addictive product. This same document,
however, shows that the company’s objective was to provide new
users with an easy graduation process.

UST said it was misleading or inaccurate to suggest the company
ever marketed to children, but a memo from a regional sales man-
ager to the national sales manager indicates that UST had mar-
keted smokeless tobacco to children as young as 13 or 14 years of
age.

Mr. Chairman, because these documents speak to the clear need
for an effective and comprehensive regulation prior to any health
claims for smokeless tobacco, I would like to ask unanimous con-
sent to include in the record a letter I have written to Chairman
Tauzin that describes and attaches these documents.

Mr. STEARNS. By unanimous consent, so ordered.

[The material appears at the end of the hearing.]

Mr. WAXMAN. And I look forward to the testimony.

Mr. STEARNS. And I thank the gentleman.

No one else seeks recognition.

[Additional statements submitted for the record follow:]
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PREPARED STATEMENT OF HON. ED TOWNS, A REPRESENTATIVE IN CONGRESS FROM
THE STATE OF NEW YORK

Mr. Chairman, and fellow Members, today’s hearing raises an important issue
do—“harm reduction” products have a role in addressing the health issues associ-
ated with smoking.

This issue of public health policy is of great importance. More than 50 million
adult Americans smoke. The question we seek to address in this hearing is how may
we, as policymakers, improve the health of those 50 million individuals. It should
go without saying that public health policy of this nature cannot be made in a vacu-
um; we must take into account the ability, and indeed the rights, of individuals to
make their own choices regarding their health.

The Constitution recognizes that individuals should be allowed to hear and evalu-
ate product information for themselves. In no other area of life is this right more
important than in the area of personal behavior and health. These choices may af-
fect not only the health and well being of the individual, but also the health and
well being of family members. As such, those decisions should be well informed,
based on accurate, uncensored, truthful and nonmisleading information.

That is what is at the heart of this hearing today-the right of individuals to know
the facts about products that impact their behavior and health. Today’s witnesses
have suggested in their written testimony that the facts are in dispute about the
ability of tobacco “harm reduction” products to improve the health of those smokers
who have not been able to quit smoking. Even if the research is unsettled on this
issue, it does not mean that discussions should not begin on this matter. Mr. Chair-
man, I am hopeful that today’s hearing will be the beginning of a dialogue on the
question of “harm reduction” products and their relationship to health improve-
ments for smokers.

PREPARED STATEMENT OF HON. SHERROD BROWN, A REPRESENTATIVE IN CONGRESS
FROM THE STATE OF OHIO

A man is driving home on a busy boulevard, going 50 miles an hour through a
residential neighborhood, swerving from lane to lane and blowing through stop
signs. He likes to speed and has no intention of slowing down, but when a warning
light on his dashboard flashes on, he decides to buckle his seat belt. So, is his be-
havior “less harmful” than before he buckled up? Less harmful to himself? Less
harmful to the other motorists and pedestrians on the road?

Can you imagine a public service announcement saying “Reckless driving is dan-
gerous, but if you do choose to drive recklessly, remember to wear your seat belt?”

Fundamentally, the same grim choice was implicit in the Federal Trade Commis-
sion’s consideration of a petition by U.S. Smokeless Tobacco (UST) for an advisory
opinion concerning the marketing of smokeless tobacco products as “less harmful”
than cigarettes.

The simple fact is that both cigarettes and smokeless tobacco products are dan-
gerous and often deadly. To focus exclusively on whether one is more or less harm-
ful than the other is to obscure the truth that both are potentially lethal.

Because such a claim would obscure the truth, it would appear to be a textbook
case of deceptive marketing. I was pleased to learn UST has withdrawn its petition.

I hope, should UST or another manufacturer decide to revive it, FTC will reject
it as fundamentally inconsistent with the legal prohibition on deceptive marketing.

But the UST petition raised more than technical questions about commercial prac-
tices. It also reinvigorated debate over America’s Quixotic and counterintuitive ap-
proach to the regulation of nicotine delivery systems.

In the United States, the federal Food and Drug Administration (FDA) must ap-
prove products designed and marketed to help Americans kick the habit of nicotine
addiction. FDA must—and should—verify that such products are safe and effective,
because their use is recognized to have important public health consequences. But
products designed and marketed to feed that same nicotine addiction are not regu-
lated by FDA, ignoring the simple fact that their use has equal or greater con-
sequences for public health.

20,000 Ohioans die every year from tobacco-related illnesses, according to the
Ohio Tobacco Use Prevention and Control Foundation. 17% of Ohio’s Medicaid dol-
lars are spent on treatment for tobacco-related disease, effectively imposing an an-
nual tax of over $500 on every Ohio household. With these grave costs in mind,
surely we should be working to end tobacco addiction, not perpetuate it.And approv-
ing misleading health-related marketing claims for smokeless tobacco would do just
that: perpetuate America’s addiction to tobacco.



34

Our experience with the marketing of filtered and “low-tar” cigarettes amply illus-
trates the perils of marketing some tobacco products as “safer” alternatives to oth-
ers.

Clever marketing got consumers to try these products, but because they changed
the way people smoked, they may well have been as harmful or more harmful than
traditional cigarettes. Health claims for smokeless products may be even more dan-
gerous, in that it is likely some consumers—including kids—will see smokeless prod-
ucts as supplements to, not substitutes for, smoking.

Claims that smokeless tobacco products are less harmful than cigarettes raise
very expansive questions with profound public health consequences. These questions
are much too sweeping a decision to answer based only on the narrow scope of the
FTC Act’s unfair and deceptive marketing standard. In addition, a meaningful eval-
uation of any health claim requires technical and medical expertise well beyond the
FTC, which is chiefly a consumer protection agency.Fortunately, we have a federal
agency that has just that technical expertise: the FDA. The Institute of Medicine
has maintained for years that all tobacco products should be regulated by the fed-
eral government, to facilitate responsible research and meaningful evaluation of
health-related claims. If sound science and the protection of public health are our
objectives, we should take the IOM’s advice and give the job to an agency equipped
to meet the challenge.

Today’s hearing raises important issues with broad implications for public health
and responsible business practices. I welcome a lively discussion of these issues, and
I look forward to the testimony of our witnesses.

Thank you, Mr. Chairman.

Mr. STEARNS. Then we will welcome our two distinguished panel-
ists, the Honorable Timothy Muris, Chairman of the Federal Trade
Commission; Vice Admiral Richard H. Carmona, U.S. Surgeon Gen-
eral and Acting Assistant Secretary for Health, U.S. Department of
Health and Human Services.

Welcome, and, Chairman Muris, we will start with you.

STATEMENTS OF HON. TIMOTHY MURIS, CHAIRMAN, FEDERAL
TRADE COMMISSION; AND VICE ADMIRAL RICHARD H.
CARMONA, U.S. SURGEON GENERAL, PUBLIC HEALTH SERV-
ICE, DEPARTMENT OF HEALTH AND HUMAN SERVICES

Mr. MuRris. Thank you very much, Mr. Chairman.

And I would just ask that the commission’s full statement be
placed in the record.

Mr. STEARNS. By unanimous consent, so ordered.

Mr. MURIS. I am Tim Muris, the Chairman of the Federal Trade
Commission. I am certainly pleased to appear here today to discuss
the FTC’s role in the potential advertising of reduced risk tobacco
products.

The FTC’s mission is to prevent unfair competition and unfair or
deceptive acts or practices in the marketplace. The Commission
does this by insuring that advertising and marketing claims are
truthful and not misleading.

Our jurisdiction over advertising and marketing claims includes
jurisdiction over claims for cigarettes, smokeless tobacco, and other
tobacco products. Indeed, the FTC’s law enforcement activities in-
volving tobacco advertising and promotion date back to the 1930’s.

Congress has given the Commission administrative responsibil-
ities for the health warnings required on cigarette packaging and
advertising under the Cigarette Act. We also have both administra-
tive and enforcement responsibilities for the health warning re-
quired on smokeless tobacco packaging and advertising under the
Smokeless Tobacco Act.



35

The Commission does not pre-screen advertising or marketing
claims for tobacco or any other product. Instead, the agency ad-
dresses deception through post market law enforcement. Health
claims in advertising are particularly important to us, and I wel-
come your interest in the role we play in the marketing of potential
reduced risk tobacco products.

This is a very important question. Despite the efforts of the gov-
ernment and the public health community, millions of Americans
smoke today and are addicted to nicotine. Many of these smokers
will ultimately die of smoking related illnesses if they do not
change their behavior.

In an ideal world, we would wish that all of these people would
choose to quit smoking and would be able to do so once they tried.
The real world is quite different, however. If truthful and substan-
tiated, marketing claims that a product will significantly reduce
the health risk associated with smoking while satisfying the ad-
dicted smoker’s craving for nicotine could provide a substantial
health benefit to those consumers who cannot or will not quite.

Conversely, if those claims were untruthful, unsubstantiated, or
misrepresent the extent of the benefit, they would harm con-
sumers.

For these reasons, we would review advertising for potential re-
duced risk tobacco products on a case-by-case basis to try to insure
that the information consumers receive about those products is ac-
curate and substantiated. This review would be conducted using
the same legal framework that we use for all consumer products
under Section 5 of the FTC Act.

First, we ask what messages consumers take away from the ad-
vertising in question.

The next issue is whether the claims are truthful, including
whether they are substantiated.

The Commission typically requires that health claims be sup-
ported by reliable scientific evidence. In determining whether harm
reduction claims are substantiated, the Commission would turn to
experts, both inside and outside the government’s science-based
agencies, for assistance in evaluating scientific evidence.

Let me close by mentioning that in my view, the discussion of po-
tential harm reduction tobacco products should also encompass the
question of whether so-called nicotine replacement products, which
currently are marketed only for smoking cessation purposes, have
a larger role to play in the harm reduction arena.

These products, which contain only nicotine and no tobacco,
should certainly be further evaluated for use by consumers ad-
dicted to nicotine.

In conclusion, thank you for the opportunity to discuss the Com-
mission’s role in this important and evolving public health issue.
I would be happy to answer any of your questions.

[The prepared statement of Hon. Timothy Muris follows:]

PREPARED STATEMENT OF HON. TIMOTHY J. MURIS, CHAIRMAN, FEDERAL TRADE
COMMISSION

Mr. Chairman and members of the Committee, I am Timothy J. Muris, Chairman
of the Federal Trade Commission (“Commission” or “FTC”. The Commission is
pleased to have this opportunity to provide information concerning the potential ad-
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vertising of reduced risk tobacco products.! This statement discusses the Commis-
sion’s mission, our activities in the tobacco area, and then addresses the process the
Commission would use in examining the advertising of these products.

FTC JURISDICTION OVER TOBACCO ADVERTISING AND MARKETING

The FTC’s mission is to prevent unfair competition and unfair or deceptive acts
or practices in the marketplace. The Commission regulates national advertising, in-
cluding the advertising and promotion of cigarettes, smokeless tobacco, and other to-
bacco products, pursuant to Section 5 of the Federal Trade Commission Act, 15
U.S.C. 8§45, which prohibits “unfair or deceptive acts and practices in or affecting
commerce.” The Commission’s activities promote informed consumer choice.

The FTC’s law enforcement activities involving tobacco advertising and promotion
date back to the 1930s.2 In 1962, the FTC’s request for technical guidance from the
U.S. Public Health Service was among the factors that led the then-Surgeon Gen-
eral of the United States to establish an advisory panel to undertake a comprehen-
sive analysis of the data on smoking and health. The work of the advisory panel,
in turn, led to the historic 1964 Report of the Surgeon General finding that cigarette
smoking presented significant health risks. In that same year, the Commission
issued a regulation requiring tobacco companies to include health warnings in ciga-
rette advertising and on packages.? The FTC’s regulation was superseded in 1965,
before it went into effect, by the Federal Cigarette Labeling and Advertising Act
(“Cigarette Act”),* which required such warnings on cigarette packages.

In 1972, the Commission once again addressed the issue of health warnings in
cigarette advertising. Pursuant to its Section 5 authority, the FTC issued consent
orders mandating for the first time that the major cigarette manufacturers place
health warnings in cigarette advertisements.5

Today, the Commission administers the Cigarette Act, and administers and en-
forces the Comprehensive Smokeless Tobacco Health Education Act (“Smokeless To-
bacco Act”).6 The Cigarette Act instructs the Commission to take certain steps to
implement the mandated Surgeon General’s health warnings.” The Smokeless To-
bacco Act directs the FTC to promulgate regulations governing the health warnings
on packaging and advertising for smokeless tobacco products. The Commission’s reg-
ulations specify the placement and rotation of the warnings, and require companies
to submit plans to the Commission setting forth their rotation schedules.®8 Finally,
the FTC enforces the ban in the Smokeless Tobacco Act on broadcasting smokeless
tobacco advertisements on radio and television.

The Commission also publishes periodic reports on advertising and promotion ac-
tivities in the cigarette and smokeless tobacco industries.® Those reports provide in-
formation on sales and on expenditures for various categories of marketing expendi-

1The written statement presents the views of the Federal Trade Commission. Oral testimony
and responses to questions reflect my views and do not necessarily reflect the views of the Com-
mission or any Commissioner.

28See, e.g., Julep Tobacco Co., 27 F.T.C. 1637 (1938) (stipulation prohibiting claims that Julep
cigarettes help counteract throat irritations due to heavy smoking and never make the throat
dry or parched).

3See Trade Regulation Rule for the Prevention of Unfair or Deceptive Advertising and Label-
ing of Cigarettes in Relation to the Health Hazards of Smoking, 29 Fed. Reg. 8324, 8354 (1964).

4Pub. L. No. 8992, 79 Stat. 282 (1965), as amended by Pub. L. No. 98474, 98 Stat. 2204
(1984), and by Pub. L. No. 9992, 8§11, 99 Stat. 393, 40204 (1985), current version at 15 U.S.C.
§1331 (1994).

5See Lorillard et al., 80 F.T.C. 455, 46065 (1972) (consent orders). Under the orders entered
into with six tobacco manufacturers, the companies were required to disclose the Surgeon Gen-
eral’s warning in identified forms of advertising. The consent orders were modified in 1981,
when the Commission sought civil penalties in federal district court against each of the cigarette
companies for failure to comply with the 1972 orders. See United States v. Lorillard, No. 76Civ.
814 (JMC) (S.D.N.Y. July 13, 1981).

In 1982, the Bureau of Consumer Protection notified the House Committee on Energy and
Commerce that the staff supported a new system of rotational health warnings. Letter from
Timothy J. Muris, Director, Bureau of Consumer Protection, Federal Trade Commission, to The
Honorable John D. Dingell, Chairman, Committee on Energy and Commerce, U.S. House of Rep-
resentatives (Sept. 1, 1982). In May 1984, the Commission sent letters to Congress endorsing
the concept of federal legislation to require a system of rotational health warnings that would
appear in cigarette advertisements and on cigarette packages. Shortly thereafter, Congress
ﬁnllgnded the Cigarette Act to require rotational warnings for both advertising and package la-

eling.

615 U.S.C. §84401-4408.

7Although the Commission administers the Cigarette Act, the Department of Justice enforces
it.

816 C.F.R. §307.

9In addition, the Commission issued a report on cigar advertising and promotion in 1999.
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tures. The Commission issued its first report on the cigarette industry in 1967 and
on the smokeless tobacco industry in 1987.

In addition to its administrative and law enforcement responsibilities under the
Cigarette Act and the Smokeless Tobacco Act, the Commission also has authority
under Section 5 of the FTC Act to prevent unfair or deceptive acts and practices
in connection with the marketing and sale of tobacco products. Pursuant to that au-
thority, the Commission has taken a number of law enforcement actions against un-
fair or deceptive tobacco advertising and promotional practices. For example, in
1983, the Commission sued the Brown &Williamson Tobacco Corporation over ads
that continued to describe Barclay as a 1 mg. of tar brand, even though the Com-
mission had revoked Barclay’s 1 mg. rating because the cigarette’s unusual design
prevented the cigarette test method from measuring Barclay’s yields on a basis com-
parable to other cigarettes.1® Moreover, in 1997, the Commission issued a complaint
against the R.J. Reynolds Tobacco Co. alleging that the company’s Joe Camel adver-
tising campaign caused or was likely to cause many young people to begin or con-
tinue to smoke, thereby exposing them to significant health risks.!! In 1999 and
2000, the Commission entered into consent agreements with several cigarette manu-
facturers, resolving charges that their advertisements implied that their “no addi-
tive” cigarettes were safer than otherwise comparable cigarettes because they did
not contain additives.'2 In 2000, the Commission also entered into a consent agree-
ment with a company claiming reduced health risks for its herbal cigarettes.13

Testing for the tar and nicotine yields of cigarettes is also conducted by the to-
bacco industry under a methodology adopted by the Commission in 1967. For the
past several years, the FTC has also actively sought the views of the Federal gov-
ernment’s public health agencies about what changes should be made in that meth-
odology.1* The agency has also recommended to Congress that authority for ciga-
rette testing be given to one of the government’s science-based public health agen-
cies 15 and we renew that recommendation here.

“REDUCED RISK” TOBACCO CLAIMS

As with other products, the Commission’s primary role for tobacco products is to
ensure that products are marketed in a manner that is truthful, not misleading, and
adequately substantiated. The Commission does not prescreen advertising claims for
tobacco or any other product. Instead, the agency addresses deception in the mar-
keting of tobacco largely through postmarket law enforcement actions targeted
against specific false or misleading claims or unfair practices, just as it does for
other products.

Despite coordinated efforts of the government and the public health community,
tobacco use in the United States continues to cause substantial health risks. Prod-
ucts that could significantly reduce those risks could provide a substantial health
benefit. For example, products that satisfy a smoker’s craving for nicotine with sub-
stantially fewer risks to health than cigarettes would have the potential to benefit
consumers. At the same time, consumers may be injured if advertisers make harm
reduction claims that turn out to be untrue or that exaggerate the benefits or safety
of their products.

There are currently a variety of products being developed or already in test mar-
kets that are intended to reduce the risks associated with smoking. These products
include Eclipse (an R. J. Reynolds Tobacco Company product that heats, rather than
burns, tobacco) and Accord (a Philip Morris USA system in which special cigarettes

WE.T.C. v. Brown & Williamson Tobacco Corp., 580 F. Supp. 981 (D.D.C. 1983), affd in part,
remanded in part, 778 F.2d 35 (D.C. Cir. 1985).

11 R.J. Reynolds Tobacco Co., 127 F.T.C. 49 (1999). The Commission’s complaint was issued
on May 28, 1997. On January 26, 1999, the Commission dismissed the complaint without preju-
dice because the relief sought had been achieved through, inter alia, the master settlement be-
tween the major tobacco companies and the attorneys general for 46 states.

12Santa Fe Natural Tobacco Co., Docket No. C-3952 (2000) (consent); Alternative Cigarettes,
{nc., Docket No. C-3956 (2000) (consent); R.J. Reynolds Tobacco Co., Docket No. C-3892 (1999)
consent).

13Alternative Cigarettes, Inc., Docket No. C-3956 (June 14, 2000) (consent). See also Alan V.
Phan, 116 F.T.C. 162 (1993) (consent order settling allegations that advertisements misrepre-
sented the health risks of smoking certain nontobacco cigarettes).

14T etter from Donald S. Clark, Secretary, Federal Trade Commission to the Honorable Donna
E. Shalala, Secretary, Department of Health and Human Services (Nov. 19, 1998).

15Federal Trade Commission Report to Congress For 1998 Pursuant to the Federal Cigarette
Labeling and Advertising Act 6 (2000) (“the Commission strongly recommends that Congress
give cigarette testing authority to one of the Federal government’s science-based, public health
agencies”); Federal Trade Commission Report to Congress For 1997 Pursuant to the Federal Cig-
arette Labeling and Advertising Act 5-6 (1999).
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are smoked in an electronic lighter); cigarettes and other tobacco products with re-
duced levels of nitrosamines (one category of constituents in tobacco that have been
classified as known carcinogens), such as that developed by Star Scientific, Inc.; and
Omni, which Vector Tobacco, Inc. has marketed as “the first reduced carcinogen cig-
arette.”

There are also products termed “nicotine replacement therapies” (“NRT”) that the
Food and Drug Administration currently allows to be marketed for smoking ces-
sation purposes: nicotine gums, transdermal patches, lozenges, inhalers, and nasal
sprays. These nicotine delivery devices have been studied and approved only for
short-term use to help smokers quit smoking, rather than for long-term “harm re-
duction” use by people who are unable or unwilling to quit smoking.

Finally, in February 2002, the United States Smokeless Tobacco Company
(“USST”) petitioned the Commission for an advisory opinion regarding the accept-
ability of communicating in advertising a harm reduction claim for smokeless to-
bacco. USST withdrew the petition in August 2002, stating that it would provide
the Commission with information from two upcoming scientific conferences that
would be addressing issues relevant to the petition. On May 9, 2003, USST provided
this additional information to the Commission, and asked that the Commission
place this new information on the public record and hold a “public forum” to discuss
these issues.

In considering advertising or other marketing claims by potential reduced risk to-
bacco products, the Commission would consider whether harm reduction claims may
be deceptive using the same legal framework that it uses for all consumer products
under Section 5 of the FTC Act: whether the advertising conveys a message that
is likely to mislead reasonable consumers to their detriment, including claims for
which the advertiser did not have adequate substantiation. The Commission’s expe-
rience suggests that harm reduction claims are likely to raise difficult questions of
advertising interpretation, as well as complex scientific and public health issues.

In examining a harm reduction claim, the first question that the Commission
would address i1s what messages consumers take away from the advertising in ques-
tion. Taking into account the full context of the advertising in which the claim ap-
pears, 16 the Commission would seek to identify the range of messages—both ex-
press and implied—that consumers would take from the advertisement. These
would include: (1) whether claims about a reduction in carcinogens and toxins in
the product conveys risk reduction messages; and (2) whether consumers might take
away from a harm reduction representation the message that a product containing
known carcinogens was not just safer than cigarettes, but that it poses no risk or
only a minimal risk.

Once the Commission has determined what messages consumers take away from
a particular ad, the next issue is whether those claims are truthful and substan-
tiated. The FTC Act requires that objective claims about products and services be
substantiated before the ad is disseminated. When the advertisement does not claim
to have a specific level of substantiation supporting its claims, the Commission de-
termines what constitutes a reasonable basis for those claims by analyzing the so-
called “Pfizer factors”: the type of claim; the benefits if the claim is true; the con-
sequences if the claim is false; the ease and cost of developing substantiation for
the claim; the type of product; and the level of substantiation experts in the field
would agree is reasonable. Pfizer, Inc., 81 F.T.C. 23 (1972). In the context of safety
claims, the FTC has typically required a substantiation standard of “competent and
reliable scientific evidence.”

Analyzing the evidence whether any particular tobacco product is safer than tradi-
tional cigarettes, or whether a reduction in exposure to known carcinogens is associ-
ated with reduced health risks, requires expertise in biology, chemistry, toxicology,
and epidemiology, among other fields. Moreover, the scientific issues raised by pur-
ported reduced risk products are often not only extremely complex, but may take
years to develop.l” The Commission brings a unique market-based expertise to its

16The messages consumers take away from a particular statement in an advertisement de-
pend on the overall context in which that statement appears. Accordingly, the Commission ordi-
narily evaluates each advertisement in its entirety. It is difficult to determine what messages
consumers take away from a generic statement about a particular class of products without
placing that statement in the context of an actual advertisement.

17The history of low tar cigarettes provides an example. One recent survey of current evidence
concludes that although low tar cigarettes were initially marketed as safer alternatives than
regular cigarettes, recent evidence suggests that they may convey no such benefit. See National
Cancer Institute, Risks Associated with Smoking Cigarettes with Low Machine-Measured Yields
of Tar and Nicotine, Smoking and Tobacco Control Monograph No. 13, at 9 (2001) (“When all
of the epidemiological evidence is considered in the context of what is currently known about
cigarette design and compensation, it does not support the conclusion that a reduction in disease
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scrutiny of consumer protection matters and our work often requires review and
analysis of scientific literature. Because the Commission is an agency of lawyers and
economists, however, and not a science-based agency, we rely on assistance from
other experts in evaluating scientific evidence.!® Just as the Commission has re-
quested the assistance of the Department of Health and Human Services in connec-
tion with the test method that produces cigarette tar and nicotine ratings, the Com-
mission would require similar assistance in evaluating the substantiation for adver-
tising claims made for reduced-risk tobacco products.

Finally, although a determination that an individual risk reduction claim is truth-
ful and substantiated would end the Commission’s deception inquiry, broader public
health issues may remain.l® For example, some commenters on the USST petition
focused on the overall impact on public health from the marketing of these products;
these comments argued that smokeless tobacco promoted as a reduced risk product
might degrade overall public health, depending on how consumers react.20 Similarly,
some commenters questioned whether such advertising and promotion might pro-
mote more widespread use of smokeless tobacco, rather than just as a replacement
for smoking.2! Others, however, believe that notwithstanding this empirical ques-
tion, the potential harm to public health is not clear enough to justify depriving in-
dividuals of information they might use to reduce risks to their own health.22 This
debate on the public health effects of these alternative tobacco products is an impor-
tant one the appropriate science-based agencies of the government need to address.

Health claims in advertising, including tobacco advertising, are of particular im-
portance to the Commission. The Commission welcomes the Committee’s interest in
the role that this agency will play in ensuring that the marketplace works efficiently
to provide consumers with information that may enable them to reduce their risks
of smoking-related disease, while protecting them from claims that are not sup-

risks has occurred in the population of smokers due to the design changes that have occurred
in cigarettes over the last 50 years.”).

18Tobacco is not the only category of products for which the Commission turns to other federal
entities that possess specialized scientific expertise. For example, the FTC works closely with
the Food and Drug Administration in the dietary supplement field, and with the Environmental
Progection Agency in the areas of energy conservation, gasoline marketing, and claims for pes-
ticides.

19F.g., Institute of Medicine, Clearing the Smoke: Assessing the Science Base for Tobacco
Harm Reduction 6 (2001) (potential reduced-exposure products “are potentially beneficial, but
the net impact on population health could, in fact, be negative. The effect on public health will
depend upon the biological harm caused by these products and the individual and community
behaviors with respect to their use.”).

20F.g., Letter from Matthew L. Myers, President, Campaign for Tobacco-Free Kids to The
Honorable Donald S. Clark, Secretary, Federal Trade Commission (Feb. 25, 2002) (comparative
health claims made for smokeless tobacco must not only be truthful, but should promote the
public health); Letter from Henry A. Waxman, U.S. House of Representatives and Senator Rich-
ard J. Durbin, United States Senate to The Honorable Donald S. Clark, Secretary, Federal
Trade Commission (June 4, 2002) (noting that the potential health benefits that might result
from smokers switching to smokeless tobacco were offset by the risks that some smokers who
would have quit might, instead, switch to smokeless tobacco; that smokeless tobacco might be-
come more attractive to nonsmokers; and that some of those nonsmokers—once addicted to nico-
tine—might switch to cigarettes). See also, e.g., WHO Scientific Advisory Committee on Tobacco
Product Regulation, Recommendation on Smokeless Tobacco Products 3 (2003) (listing argu-
ments against the use of smokeless tobacco for purposes of harm reduction).

21F.g., Letter from Matthew L. Myers, supra note 17 (despite USST’s stated interest in mak-
ing harm reduction claims to addicted adult smokers, FTC approval of petition would permit
it “to disseminate these claims in ads whose primary appeal could be to young non-tobacco
users”); Letter from Dileep G. Bal, M.D., Chief, Cancer Control Branch, State of California
Health and Human Services Agency—Department of Health Services to The Honorable [Donald]
S. Clark, Secretary, Federal Trade Commission (March 8, 2002) (“While USSTC [sic] claims that
this health advisory is mean to claim harm reduction for the benefit of addicted adults, it would
allow USSTC [sic] and other companies to market their products with this claim to young, non-
tobacco users as well).

22],, Kozlowski, Harm reduction, public health, and human rights: Smokers have a right to
be informed of significant harm reduction options, Nicotine & Tobacco Research S55-S60 (2002)
(noting that nicotine replacement therapies and snus [Swedish moist snuff] are much safer than
cigarettes; that there is a basic human right to information that affects one’s health; and that
when the health risks from a product are relatively small, “the level of increased use needed
to maintain a public health equilibrium (no changes in population-level problems) becomes very
high.”) (citation omitted). See also Tobacco Advisory Group of the Royal College of Physicians,
Protecting smokers, saving lives: The case for a tobacco and nicotine regulatory authority 2-5
(2002) (supporting comprehensive regulatory approach to tobacco in order to promote public
health and noting that emergence of reduced risk products presents multiple challenges for reg-
ulators; smokeless tobacco is “10-1,000 times less hazardous than smoking, depending on the
product” but its potential marketing as a harm reduction option raises various questions that
must be addressed, including minimizing its use as a starter product for young smokers).
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ported by sound scientific evidence. The agency is committed to reviewing adver-
tising for potential reduced risk tobacco products on a case-by-case basis to try to
ensure that the information consumers receive about reduced risk products is truth-
ful and non-misleading.

CONCLUSION

The Commission thanks this Committee for focusing attention on this important
and evolving public health issue, and for giving us an opportunity to present our
views.

Mr. STEARNS. I thank the Chairman, and we welcome the U.S.
Surgeon General.

STATEMENT OF VICE ADMIRAL RICHARD H. CARMONA

Mr. CARMONA. Thank you, Mr. Chairman, distinguished mem-
bers of the subcommittee. Thank you for the opportunity to partici-
pate in this important hearing.

My name is Richard Carmona, and I am the Surgeon General of
the United States.

Let me start with a few statements that were once accepted
throllllghout society that have now been relegated to the status of
myth.

Men do not suffer from depression.

Domestic violence is a family or private matter.

The HIV/AIDS epidemic is of no concern to most Americans.

All of us here know that these three statements are very dan-
gerous public health myths. My remarks today will focus on a
fourth public health myth which could have severe consequences in
our Nation, especially amongst our youth. Smokeless tobacco is a
good alternative to smoking. It is a myth. It is not true.

As the Nation’s Surgeon General, my top responsibility is to in-
sure that Americans are getting the best science based information
to make decisions about their health. So I very much appreciate
the opportunity to come before this subcommittee today and help
refute this dangerous idea.

First, let me emphasize this. No matter what you may hear
today or read in the press reports later, I cannot conclude that the
use of any tobacco product is a safer alternative to smoking. This
message is especially important to communicate to young people
who may perceive smokeless tobacco as a safe form for tobacco use.

Smokeless tobacco is not a safe alternative to cigarettes. Smoke-
less tobacco does cause cancer. Our Nation’s experience with low
tar cigarettes yields valuable lessons for the debate over smokeless
tobacco.

Tobacco use is the leading preventable cause of death in the
United States. Each year 440,000 people die of diseases caused by
smoking or other forms of tobacco use. That is about 20 percent of
all deaths in the United States.

The office I lead as Surgeon General has long played a key role
in exposing the risks of tobacco use. In 1986, the Surgeon General’s
report, the Health Consequences of Using Smokeless Tobacco,
reached four major conclusions about the oral use of smokeless to-
bacco.

First, smokeless tobacco represents a significant health risk.

Next, smokeless tobacco can cause cancer in a number of non-
cancerous oral conditions.
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Third, smokeless tobacco can lead to nicotine addiction and de-
pendence.

And, fourth, smokeless tobacco is not a safe substitute for ciga-
rette smoking.

Recognizing these serious health consequences, Congress passed
a Comprehensive Smokeless Tobacco Health Education Act in 1986.
This law required the placement of Surgeon General’s warnings on
all smokeless tobacco products.

Mr. Chairman and members of this subcommittee, I respectfully
submit that smokeless tobacco remains a known threat to public
health just as it was when Congress acted in 1986. Time has only
brought more disease, death, and destroyed lives.

A national toxicology program of the National Institutes of
Health continues to classify smokeless tobacco as a known human
carcinogen, proven to cause cancer in people. As Surgeon General,
I cannot recommend use of a product that causes disease and death
as a lesser evil to smoking. My commitment and that of my office
to safeguard the health of the American people demands that I pro-
vide information on safe alternatives to smoking where they exist.

I cannot recommend the use of smokeless tobacco products be-
cause there is no scientific evidence that smokeless tobacco prod-
ucts are both safe and effective aids to quitting smoking.

Smokers who have taken the courageous step of trying to quit
should not trade one carcinogenic product for another, but instead
could use Food and Drug Administration approved methods, such
as nicotine gum, nicotine patches, or counseling.

While it may be technically feasible to create a reduced harm to-
bacco product, the Institute of Medicine recently concluded that no
such product exists today.

When and if such a product ever is constructed, we would then
have to take a look at the hard scientific data of that particular
product. Our Nation’s experience with low tar, low nicotine ciga-
rettes is instructive to the issue at hand. Low tar, low nicotine
cigarettes were introduced in the late 1960’s and widely endorsed
as a potentially safer substitute for the typical cigarette on the
market at that time.

Within a decade the low tar brands dominated the cigarette mar-
ket. Many smokers switched to them for their perceived health
benefits.

Unfortunately, the true health effects of these products did not
become apparent for another ten to 20 years. We now know that
low tar cigarettes not only did not provide a public health benefit,
but they also may have contributed to a natural increase in death
and disease among smokers.

This has taught us that we must move cautiously in recom-
mending any supposedly safer alternative for people trying to quit
smoking because now with more knowledge and the benefit of hind-
sight, the science does not support early recommendations on low
tar cigarettes.

Mr. Chairman, in the interest of time I will shortly ask that the
remainder of my statement and the scientific information contained
in it be considered as read and made part of the record.

Mr. STEARNS. Without objection, so ordered.
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Mr. CARMONA. But before I do that, I would like to ask for this
subcommittee and the Congress to help in getting the message out
about the dangers and myths of smokeless tobacco.

All of us in this rom are very concerned about our Nation’s
youth. Kids growing up today have a tough time of it. In addition
to the normal struggles of puberty, many kids are facing a host of
other challenges. Many, especially minority kids, must struggle to
find their way in unsafe neighborhoods.

So the temptation to engage in behavior that is not healthy and
the opportunity to do so is very hard for our young people to resist.
According to a 2000 survey by the Substance Abuse and Mental
Health Services Administration, SAMHSA, and this is the national
household survey on drug abuse, about 1 million kids from ages 12
to 17 smoke every day. Another 2 million kids smoke occasionally.

And we know that smoking is often not a stand-alone risk behav-
ior. It travels with others. The SAMHSA found that youth who
were daily cigarette smokers or heavy drinkers were more likely to
use illicit drugs than either daily smokers or heavy drinkers from
other age groups. More than half of 12 to 17 year olds who were
daily smokers had also used illicit drugs within the past month.

Every day more than 2,000 kids in the U.S. will start to smoke,
and more than 1,000 adults will die because of smoking. We have
to get youth to stop starting, but the answer is not smokeless to-
bacco. We have evidence to suggest that instead of smokeless to-
bacco being a less dangerous alternative to smoking, just as smok-
ing is a gateway to other drugs, smokeless tobacco is a gateway to
smoking.

So we must redouble our efforts to get our youth to avoid tobacco
in all forms.

We have some real work to do on the culture of smokeless to-
bacco, which is glamorized by some sports stars. Chicago Cub
Sammy Sosa, who has made a public commitment to avoiding
smokeless tobacco, is a great example for kids. Past baseball great
Joe Garagiola is now Chairman of the National Spit Tobacco Edu-
cation Program and regularly lectures young players against the
dangers of smokeless tobacco.

As Members of Congress, you can lead by example, too, not just
in legislation, but in your own lives. I encourage you to avoid to-
bacco in all of its forms. Do not fall for the myth, a very dangerous
public health myth that smokeless tobacco is preferable to smoking.

Do not let America’s youth fall to this myth either.

Mr. Chairman, I ask that my written testimony be made part of
the record and I thank you and I would be happy to answer any
questions.

[The prepared statement of Richard Carmona follows:]

PREPARED STATEMENT OF RICHARD H. CARMONA, SURGEON GENERAL, U.S. PUBLIC
HEALTH SERVICE, ACTING ASSISTANT SECRETARY FOR HEALTH, DEPARTMENT OF
HEALTH AND HUMAN SERVICES

Mr. Chairman, distinguished members of the Subcommittee, thank you for the op-
portunity to participate in this important hearing. My name is Richard Carmona
and I am the Surgeon General of the United States of America.

Let me start with a few statements that were once accepted throughout society
that have now been relegated to the status of myth.

e Men do not suffer from depression.
¢ Domestic violence is a “family” or “private” matter.
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* The HIV-AIDS epidemic is of no concern to most Americans.

Alﬁ of us here know that these three statements are very dangerous public health
myths.

My remarks today will focus on a fourth public health myth which could have se-
vere consequences 1n our nation, especially among our youth: smokeless tobacco is
a good alternative to smoking. It is a myth. It is not true.

As the nation”s Surgeon General, my top responsibility is to ensure that Ameri-
cans are getting the best science-based information to make decisions about their
health. So I very much appreciate the opportunity to come before this Subcommittee
today and help refute this dangerous idea.

First, let me emphasize this:

* No matter what you may hear today or read in press reports later, I cannot con-
clude that the use of any tobacco product is a safer alternative to smoking. This
message is especially important to communicate to young people, who may per-
ceive smokeless tobacco as a safe form of tobacco use.

e There is no significant scientific evidence that suggests smokeless tobacco is a
safer alternative to cigarettes.

* Smokeless tobacco does cause cancer.

e Our nation’s experience with low-tar cigarettes yields valuable lessons for the de-
bate over smokeless tobacco.

» Tobacco use is the leading preventable cause of death in the United States.

Each year, 440,000 people die of diseases caused by smoking or other form of to-
bacco useCthat is about 20 percent of all deaths in our nation.

The office I lead as Surgeon General has long played a key role in exposing the
risks of tobacco use. In 1986, the Surgeon General’s Report The Health Con-
sequences of Using Smokeless Tobacco reached four major conclusions about the oral
use of smokeless tobacco:

1. Smokeless tobacco represents a significant health risk;

2. Smokeless tobacco can cause cancer and a number of non-cancerous oral condi-
tions;

3. Smokeless tobacco can lead to nicotine addiction and dependence; and

4. Smokeless tobacco is not a safer substitute for cigarette smoking.

Recognizing these serious health consequences, Congress passed the Comprehen-
sive Smokeless Tobacco Health Education Act in 1986. This law required the place-
ment of Surgeon General’s warnings on all smokeless tobacco products.

Mr. Chairman and Members of the Subcommittee, I respectfully submit that
smokeless tobacco remains a known threat to public health just as it was when Con-
gress acted in 1986.

Conversely, time has only brought more disease, death and destroyed lives.

The National Toxicology Program of the National Institutes of Health continues
to classify smokeless tobacco as a known human carcinogenCproven to cause cancer
in people.

As Surgeon General I cannot recommend use of a product that causes disease and
death as a “lesser evil” to smoking. My commitment, and that of my office, to safe-
guard the health of the American people demands that I provide information on safe
alternatives to smoking where they exist.

I cannot recommend the use of smokeless tobacco products because there is no sci-
entific evidence that smokeless tobacco products are both safe and effective aids to
quitting smoking.

Smokers who have taken the courageous step of trying to quit should not trade
one carcinogenic product for another, but instead could use Food and Drug Adminis-
tration -approved methods such as nicotine gum, nicotine patches, or counseling.

While it may be technically feasible to someday create a reduced-harm tobacco
product, the Institute of Medicine recently concluded that no such product exists
today. When and if such a product is ever constructed, we would then have to take
a look at the hard scientific data of that particular product.

Our nation’s experience with low-tar, low-nicotine cigarettes is instructive to the
issue at hand. Low-tar, low-nicotine cigarettes were introduced in the late 1960’s
and widely endorsed as a potentially safer substitute for the typical cigarette on the
market at that time. Within a decade, the low-tar brands dominated the cigarette
market. Many smokers switched to them for their perceived health benefits.

Unfortunately, the true health effects of these products did not become apparent
for another 10 to 20 years. We now know that low-tar cigarettes not only did not
provide a public health benefit, but they also may have contributed to an actual in-
crease in death and disease among smokers.

First, many smokers switched to these products instead of quitting, which contin-
ued their exposure to the hundreds of carcinogens and other dangerous chemicals
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in cigarettes. Second, to satisfy their bodies” craving for nicotine, many smokers un-
wittingly changed the way they smoked these low-tar cigarettes: they began inhal-
ing more deeply, taking more frequent puffs, or smoking more cigarettes per day.

In fact, we now believe that low-tar cigarettes may be responsible for an increase
in a different form of lung cancer, adenocarcinoma, which was once relatively rare.
This cancer is found farther down in the lungs of smokers, indicating deeper
inhalations, and appears linked to a specific carcinogen particularly present in low-
tar brands.

We must learn the lessons of the low-tar cigarette experience. Not only did they
fail to reduce an individual’s risk of disease, but they also appear to have increased
population risk by delaying quitting and potentially contributing to initiation among
young people. This has taught us that we must move cautiously in recommending
any supposedly safer alternative for people trying to quit smokingCbecause now,
with more knowledge and the benefit of hindsight, the science does not support
early recommendations on low-tar cigarettes.

Mr. Chairman, in the interest of time I will shortly ask that the remainder of my
statement and the scientific information contained in it be considered as read and
made part of the record. But before I do that, I would like to ask for this Sub-
committee and the Congress’ help in getting the message out about the dangers of
the myth of smokeless tobacco.

All of us in this room are very concerned about our nation’s youth. Kids growing
up today have a tough time of it. In addition to the normal struggles of puberty,
many kids are facing a host of other challenges. Many, especially minority kids,
must struggle to find their way in unsafe neighborhoods.

So the temptation to engage in behavior that is not healthy, and the opportunity
to do so, is very hard for our young people to resist.

According to a 2000 survey by the Substance and Mental Health Services Admin-
istration (SAMHSA) (The National Household Survey on Drug Abuse), about 1 mil-
liﬁn kids from age 12-17 smoke every day. Another 2 million kids smoke occasion-
ally.

And we know that smoking is often not a “stand-alone” risk behavior; it travels
with others. The SAMHSA survey found that youth who were daily cigarette smok-
ers or heavy drinkers were more likely to use 1illicit drugs than either daily smokers
or heavy drinkers from older age groups. More than half of 12-17 year olds who
were daily smokers had also used illicit drugs within the past month.

Every day, more than 2,000 kids in the U.S. will start to smoke, and more than
1,000 adults will die because of smoking. We have to get youth to stop starting. But
the answer is not smokeless tobacco.

We have evidence to suggest that instead of smokeless tobacco being a less dan-
gerous alternative to smoking, just as smoking is a gateway to other drugs, smoke-
less tobacco is a gateway to smoking.

So we must redouble our efforts to get our youth to avoid tobacco in all forms.

We have some real work to do on the “culture” of smokeless tobacco, which is
glamorized by some sports stars. Chicago Cub Sammy Sosa, who has made a public
commitment to avoiding smokeless tobacco, is a great example for kids. Past base-
ball great Joe Garagiola is now Chairman of the National Spit Tobacco Education
grogram, and regularly lectures young players against the dangers of smokeless to-

acco.

As Members of Congress, you can lead by example too, not just in legislation, but
in your own lives. I encourage you to avoid tobacco in all its forms. Do not fall for
the myth—a very dangerous public health myth—that smokeless tobacco is pref-
erable to smoking. Do not let America’s youth fall for it, either.

From the perspective of individual risk, the cumulative effect on smokers of
switching to smokeless tobacco is simply not known. But we clearly know that use
of smokeless tobacco has serious health consequences. Overall, smokeless tobacco
products have been classified as a known human carcinogen. And limited scientific
data indicate that former smokers who switch to smokeless tobacco may not have
ﬁs great a decrease in lung cancer risks as quitters who do not use smokeless to-

acco.

From the perspective of population risk, there are even more unanswered ques-
tions. Even if there was some decreased risk for smokers who switch to smokeless
tobacco, that benefit may be more than offset by increased exposure of the overall
population to this known carcinogen.

The marketing of smokeless tobacco as a potentially safer substitute for cigarettes
could lead to:

* More smokers switching to smokeless tobacco instead of quitting tobacco use com-
pletely;
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* A rise in the number of lifetime smokeless tobacco users if more youth begin using
smokeless tobacco;

* A rise in the number of cigarette smokers as a result of more youth starting to
use smokeless tobacco and then switching to cigarette use; and

* Some former smokers returning to using tobacco if they believe that smokeless to-
bacco is a less hazardous way to consume tobacco.

Concerns about youth initiation are especially troubling. The scientific evidence
is clear that use of smokeless tobacco is a gateway to cigarette use. Young people
may be especially attracted to smokeless tobacco if they perceive it to be safer than
cigarettes. Studies show that more than one in five teenage males have used smoke-
less tobacco, with age 12 being the median age of first use. Surveys also show that
more than two in five teenagers who use smokeless tobacco daily also smoke ciga-
rettes at least weekly. Finally, independent research and tobacco company docu-
ments show that youth are encouraged to experiment with low-nicotine starter prod-
ucts and subsequently graduate to higher-level nicotine brands or switch to ciga-
rettes as their tolerance for nicotine increases.

Finally, we simply do not have enough scientific evidence to conclude that any to-
bacco product, including smokeless tobacco, is a means of reducing the risks of ciga-
rette smoking. At this time, any public health recommendation that positions
smokeless tobacco as a safer substitute for cigarettes or as a quitting aid would be
premature and dangerous. With the memory of our experience with low-tar ciga-
rettes fresh in our minds, we must move extremely cautiously before making any
statement or endorsement about the potential reduced risk of any tobacco product.

Finally, my strong recommendation as Surgeon General is a call for sound evi-
dence about tobacco products and their individual and population based health ef-
fects. We need more research. We need to know more about the risks to individuals
of switching from smoking to smokeless; and we need to know more about the risks
to the entire population of a promotion campaign that would position smokeless to-
bacco as a safer substitute for smoking.

Until we have this science base, we must convey a consistent and uncompromised
message: there is no safe form of tobacco use.

Thank you. I would be happy to answer any questions.

Mr. STEARNS. Again, without objection, so ordered.

I will start the questions, and Admiral, I think I will start with
you.

The European Union has a policy on smokeless tobacco, and it
has been written by the leading tobacco control public health advo-
cates in the European Union, and they stated that on the average
that “Scandinavian and American smokeless tobaccos are at least
90 percent safer than cigarettes.”

Now, I respect your position. It is a lot different than all of ours,
but do you agree with the European Union policy that what they
said, 90 percent safer than cigarettes? I mean just yes or no.

Mr. CARMONA. No, sir, I do not.

Mr. STEARNS. Okay. We know that the Institute of Medicine re-
port states that smokeless tobacco, “the overall risk is lower than
for cigarette smoking and some products, such as Swedish snus
may have no increased risk.”

Now, this is the Institute of Medicine report. So I ask you: do you
agree with the Institute of Medicine?

Mr. CARMONA. That particular statement, no.

Mr. STEARNS. Okay. You know, the heart of our hearing today is
smokeless as an alterative for people who cannot stop smoking, and
I will give you an example. Let us say your son just turned 16 and
he had to drive a car, and you had a small sports car in your ga-
rage and you also had a brand new Volvo. And I think all of us
in this room would agree that the Volvo is safer than a very small
sports car.
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And you knew your son was just starting out and you had to look
at the two products. Would you not say the Volvo is a lot safer for
your 16 year old son to drive than a very small sports car?

Mr. CARMONA. I think it is actually an unfair analogy, sir. In
most cases, probably so.

Mr. STEARNS. Yes. But, I mean, they both are dangerous, but you
know, what we are trying to do is just see if there are degrees here,
and then work off of the Institute of Medicine report, as well as
some of the European Union policy positions.

Chairman Muris, how does the FTC evaluate an advertising
claim? For example, if there is dueling science like there might be
here, and a great respect for the Surgeon General, how do you ac-
tually reach a conclusion when there is this advertising claim and
you have dueling science involved?

Mr. MuRris. Well, the first thing that we do is look to see the
message the advertising claim communicates to a reasonable per-
son in the intended audience, and that is a very, very important
step because, depending on how the various disclosures would be
made, it would not surprise me if an audience understood them dif-
ferently. I have not seen copy testing of such particular advertising
claims. I do not know that they exist, but they would be viewed by
the intended audience quite differently.

Once we understand what we call the take-away is, then we
would look in terms of substantiation at what we thought was com-
petent and reliable scientific evidence, and again, it partly depends
on what the claim is.

If the claim is one that is unqualified, it would not surprise me
if people interpreted it as something close to a scientific consensus
or at least the majority scientific view. So that would be relevant.

We also look at what we call the Pfizer factors. Pfizer was an
FTC opinion about the substantiation doctrine about 30 years ago.
One of the crucial factors in that case trying to balance the impact
of making mistakes, and you can make two sorts of mistakes here.
You can make the mistake of allowing false advertising or pre-
venting truthful advertising, and we try to look at the con-
sequences of those mistakes.

Mr. STEARNS. The FTC has brought a number of cases against
companies making health claims related to cancer treatments,
weight loss, and cures for HIV/AIDS, arthritis, hepatitis, Alz-
heimer’s disease, diabetes, and many other diseases. How has the
FTC proceeded on those cases and how do these cases differ from
advertising claims made by tobacco companies?

Mr. MuRris. Well, most of the cases that we brought involve fraud
where there is no scientific controversy. In weight loss advertising,
for example, we have—and the Surgeon General has helped us in
this area—we have a very aggressive campaign against deceptive
and fraudulent weight loss advertising. We held a workshop at
which we both participated last November, where one of the things
we were trying to do is to get advertisers or—I am sorry—the
media to police some of the more obviously false claims.

So it is an area in which we spend a lot of resources, but it is
an area in which we do not have to make difficult scientific choices.

Mr. STEARNS. Just to conclude, Admiral, let us say we all know
that smoking is the leading cause of preventable death in the
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United States, but I have seen some people here in the House,
Members of Congress, who cannot seem to stop smoking. What do
we do?

I mean, a person cannot stop smoking. How do we approach
those people?

Mr. CARMONA. Well, I think there is a wide range of possibilities
that include substitution therapy, as I mentioned in my opening re-
marks, behavioral therapy and behavioral modification, and of
course, we need to continue to do research in that area.

But I think what we do not do is substitute one carcinogen for
another.

Mr. STEARNS. Okay. Thank you.

The ranking member.

Ms. SCHAKOWSKY. Thank you, Mr. Chairman.

You referred to the Institute of Medicine, and I have that report
in front of me, and I would just like to read Conclusion Five for
Dr. Carmona.

It says, “Regulation of all tobacco products, including conven-
tional ones as recommended in IOM 1994, as well all other
PREPs.,” and PREPS. stand for potential reduced exposure prod-
ucts; so we are talking about spit tobacco, “is a necessary pre-
condition”—we are talking about regulation—“is a necessary pre-
condition for assuring a scientific basis for judging the effects of
using PREPs and for assuring that the health of the public is pro-
tected.”

So they are making their conclusions by stating that all tobacco
should be regulated. And so I am wondering then if in terms of the
IOM report if you find any contradictions in what they say and if
you would find anything in what they say as, in fact, recom-
mending the use as a harm reduction alternative.

Mr. CARMONA. No, ma’am. The IOM report I think is a very good
report, and I think one of its conclusions that is most important is
that they found that there really were no products that were avail-
able today that had been scientifically tested, such as smokeless to-
bacco products that would be safe to recommend or use.

So I think their study was a very good one overall.

Ms. SCHAKOWSKY. Thank you.

Mr. Muris, if the FTC were to regulate the advertising of spit to-
bacco and such an advertising campaign had an incidental appeal
to minors, would the FTC be able to regulate the advertisements
on that basis alone?

Mr. Muris. Well, first of all, the FTC has two bases to proceed.
One is on the basis of deception, and we would obviously need to
know a lot more. So this answer is necessarily very, very qualified.

I think in terms of appeal to youth, the Commission would be
much more likely to proceed as it did in the Camel case, based on
its unfairness jurisdiction. At least in that case the allegations
were that the appeal to youth was far more than incidental.

I think, again, I would have to know a lot more, but that fact,
the fact if the appeal was just incidental, would make it very hard
to use the unfairness jurisdiction.

Ms. ScHAKOWSKY. Right, and if such an advertising campaign
were to result in more people using smokeless tobacco in addition
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to cigarettes rather than instead of using cigarettes, would the FTC
be able to regulate the advertisements on that basis alone?

Mr. MURIs. It would be very hard for us to make public health
judgments outside of the context of whether the advertising was
deceptive or not. That is primarily what we do.

On the other hand, clearly when you are balancing my answer
to the Chairman’s question, when you are balancing the two kinds
of risk, the consequence here of allowing advertising that is, in fact,
fraudulent, that is part of those consequences. So we would con-
sider it in that sense.

Ms. SCHAKOWSKY. If such an advertising campaign were to result
in a dramatic reduction in the number of people who quit tobacco
completely, would the FTC be able to regulate the advertisements
on that basis alone?

Mr. MURIS. Again, I think my answer is identical. We would not
look at this in the first instance under our statutes in terms of a
simple public health calculation. However, that would be a very im-
portant fact in terms of weighing the consequences of the substan-
tiation, as I just indicated to the last question.

Ms. SCHAKOWSKY. And would that be true then of such an adver-
tising campaign were to result in a dramatic increase in the num-
ber of new tobacco users; would the FTC be able to regulate adver-
tisements on that basis alone?

Mr. MuRris. I think my answer would be the same, and I would
direct you in more detail to our testimony, particularly page 9
where we discuss some of those issues.

Ms. SCHAKOWSKY. So despite the fact that the advertisements
were not directly aimed at children, despite the fact that they said
that you should use it as a substitute, if negative consequences oc-
curred, you are saying that, in fact, you could?

I do not read your mandate that way.

Mr. Muris. Well, first of all and most importantly, and asking
any question does not provide a full context of what the advertising
campaign would look like, and that full context would be essential
and possibly dispositive in what we could do.

It is true, as our testimony states, that—let me just quote it to
you. “Although a determination that an individual risk reduction
claim as truthful and substantiated would end the Commission’s
deception inquiry, broader public health issues may remain,” and
that is the sense in which I was talking about how we do not under
our statutes make simply a public health determination, if that de-
termination could ever be simple.

It is true, however, in looking at substantiation that the Pfizer
factors require a balance of what statisticians call Type 1 and Type
2 errors, which, as I explained, we try to look at the consequences
of us making a mistake, and the factors that you are talking about
are consequences of a mistake. We would certainly consider those,
and the presence of those factors would require us to want a higher
level of substantiation before we allowed the claims.

Ms. SCHAKOWSKY. Thank you.

Mr. STEARNS. The gentlelady’s time has expired.

The Chairman of the full committee, Mr. Tauzin.

Chairman TAUZIN. Thank you, Mr. Chairman.
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Let me see if I can do something that I have tried with my staff
to understand. I have got the best experts in the country here in
front of me now.

Dr. Carmona, first of all, let me thank you for your strong and,
I think, extraordinary advocacy to help Americans understand the
dangers of smoking tobacco. I do not think anybody quarrels with
you on those issues today.

What we are focusing on, obviously, is a question of whether or
not there are other options other than the quit or die option that
Americans unfortunately are faced with when it comes to tobacco.

In regard to that, I have tried to have an understanding with my
staff on the nature of nicotine. I am not a smoker. So I have never
had this addiction problem for nicotine. My body does not crave it.
I do not desire it. I do not smoke, and I do not want to smoke. And
so I am trying to understand it as a non-smoker.

And I am trying to place nicotine in the category of substances
that are addictive that I do understand. I understand cocaine and
heroin and what it does to lives in my district and in this country.
I understand that when people start on these kinds of addictive
substances it can ruin their lives, and they crave it to the point
where it can even kill them.

I am a caffeine addict. I drink coffee all day long. I confess. I
know what that addiction feels like. I know I have to have my cup
of coffee in the morning, and I have got to have it all day long to
keep me going.

But I also know that caffeine is not likely to kill me in the sense
that cocaine and heroin might kill me. It might not be good for me.
It might make me overactive. It might make me hypertensive. I do
not know what, but it is not likely to do the damage that cocaine
and heroin do.

Where do you place nicotine in that scale? Is it closer to caffeine
or is it closer to cocaine and heroin?

Mr. CARMONA. It is hard to put it in a scale in that comparison,
but although they are both addictive, they have different mecha-
nisms of action, and the caffeine works by modifying certain en-
zymes, xanthene oxidase, I think, specifically, and it works through
phosphodiesterase mechanism they call it, and what it does is it
works on your cardiovascular system. It will speed up your heart,
and it will have cardiovascular effects that you become dependent
on.
And so——

Chairman TAUZIN. How about nicotine?

Mr. CARMONA. Nicotine works by a different mechanism, but nic-
otine has direct adverse cardiovascular effects that are tied to ac-
celerating cardiovascular disease. It has bad effects on your heart,
bad effects on the blood vessels and can accelerate atherosclerotic
disease, and so on.

So that we are not just talking about cancer here. We are talking
about other effects on the body that can be found.

Chairman TAUZIN. It has other negative effects.

Mr. CARMONA. Yes, sir.

Chairman TAUZIN. Does it have any positive effects? I was told
by staff that there is at least some scientific evidence that it has
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some positive effects on some categories of human conditions. Is
that true or false?

Mr. CARMONA. Well, only if you are talking about, you know, bio-
chemistry of the body, but——

Chairman TAUZIN. How about Tourette’s syndrome?

Mr. CARMONA. Oh, you are talking about as a treatment.

Chairman TAUZIN. Yes.

Mr. CARMONA. As a treatment now.

Chairman TAUZIN. That is what I am saying. Isn’t it used posi-
tively in some cases, like treatments of-

Mr. CARMONA. I have never used it, and if it is, then it is prob-
ably not very common, but I would imagine in the literature people
have tried to use it.

Chairman TAUZIN. Here is where I am going and I want your
feedback on it. If Americans who have become accustomed to, ad-
dicted to the habit of getting nicotine into their body were able to
get it into their body in some other fashion other than the use of
tobacco, would that be a positive social development in America in
terms of the Nation’s health or would it be a negative one?

Mr. CARMONA. Well, again, you know, I am less inclined to com-
ment on social developments than I am on science.

Chairman TAUZIN. Well, on science then. Would it be good for
Americans’ health, for people who need nicotine or believe they
have to have it or are addicted to it to get it in some other fashion
other than to having to burn tobacco to get it?

Mr. CARMONA. Well, we have mechanisms presently available
through nicotine products that

Chairman TAUZIN. I know we do. I am asking you is that good.

Mr. CARMONA. It is an option that is available. I mean, the best
of all options obviously is not to smoke at all and not to become
addicted.

Chairman TAUZIN. Nobody disagrees with that.

Mr. CARMONA. Okay.

Chairman TAUZIN. But if the option is quit or die, and what I am
saying is if you have to get nicotine in your system because you are
addicted to it and you cannot quit—I mean, the quit rate is like
2 to 3 percent a year in this country, and we know people are hav-
ing a pretty difficult time quitting. Recognizing that, knowing that
we are going to lose an awful lot of people to the effects of not quit-
ting, if these folks can get their nicotine in some other way other
than burning tobacco and sucking all of the nitrosamines and all
of the other substances into their lungs, would that be a positive
thing for the health of the country?

Mr. CARMONA. Well, yes, and it already is where you have patch.
We have gum. We have mechanisms that have been tested and
found to be safe and effective means.

Chairman TAUZIN. Right. Let me turn to the FTC Chairman.

If, in fact, people come up with products, tobacco products or
non-tobacco products that can, in fact, deliver nicotine to folks who
have been addicted to it and cannot seem to quit using it, is your
department the right agency to regulate the truth of those ads?

Mr. MURIS. Our mission 1s certainly to evaluate the truthfulness
of and including substantiation of advertising. That can require us,
and in this case it would, to work with scientists both in and out
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of the government because the issues here in the substantiation
arena are issues on which their experts

Chairman TAUZIN. Yes, you get thrown into the health arena
here.

Mr. MURIS. And we are not, right.

Chairman TAUZIN. Yes, and you are not health officials. But nev-
ertheless, your agency’s function is to examine the truthfulness or
lack of truthfulness of advertising of American products. Is that
part of your agency’s mission?

Mr. MuRIS. Yes, but what I am saying is the substantiation
issues here turn on scientific issues to which we——

Chairman TAUZIN. Therefore, you would have to turn to people
like

Mr. MURIS. [continuing] seek help.

Chairman TAUZIN. [continuing] Health Department officials to
help you.

Mr. MURIS. Absolutely.

Chairman TAUZIN. And if science was available to help you un-
derstand whether or not an advertisement was, in fact, truthful or
not truthful, that gave people in America better information about
options that might be available to them when it comes to getting
nicotine, would it not be in the interest of this country for you and
our health officials to conduct some public forums and to see
whether or not all of this is a good avenue to approach or not?

Mr. Muris. Well, in the abstract, Mr. Chairman, I certainly
think that is a good idea. Again, because the issues are ultimately
scientific, they would need to take the lead, the scientific agencies.

Chairman TAUZIN. Well, except they tell us it should be your
lead because you end up being the one to say yes or no on the
truthfulness of the ads. If they can help you understand that and
help you conduct forums that all of us in America, scientists, con-
sumers, advocates, pro and con, all kinds of people can come and
debate it and discuss it. Why wouldn’t you want to help create that
type of forum for us?

Mr. Muris. Well, that is a different issue than taking the lead.
I would certainly think that we would—I know, speaking for my-
self. Obviously my colleagues would have to vote—be willing to par-
ticipate in such fora not just to talk about particular products, al-
though that would be important, but to talk about what endpoints,
what kind of scientific evidence is relevant.

I mean, I agree with the premise here that we have somewhere
near 50 million people who smoke, and it is a very addictive prod-
uct. I obviously defer to the scientists on that, but it obviously is
a very addictive product. Many people have difficulty quitting, and
I think there are potential—and the key word is “potential”—public
health benefits from addressing that issue, and it is one of-

Chairman TAUZIN. Well, we at least ought to hear about it and
talk about it.

Mr. Chairman, my time is up. I just want to make the point. If
you do not take the lead and the Health Department says you
should take the lead and they do not want to take the lead, we
never get these forums going. Somebody has got to take the lead
to organize it, and I do not know whether you or Tommy Thomp-
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son. We need to put you in a room together, and you all can flip
a coin to see who calls the meeting.

But my guess is it would help us immeasurably in this country
if one or both of you would take the lead.

Thank you, Mr. Chairman.

Mr. MURIS. I understand. Thank you.

Mr. STEARNS. I thank the Chairman.

The gentlelady, Ms. McCarthy is recognized for her questions.

Ms. McCARTHY. Thank you, Mr. Chairman. I pass.

Mr. STEARNS. The gentlelady passes.

Mr. Whitfield.

Mr. WHITFIELD. Thank you, Mr. Chairman.

Mr. Muris, it is my understanding that UST, U.S. Tobacco, had
asked your agency, I guess back in February 2002, for an advisory
opinion to make certain statements in its advertising about their
smokeless tobacco products. Is that advisory opinion still pending
or what is the status of that?

Mr. Muris. Well, it is not what they asked us to do. They did
not give us advertising on which they asked an opinion. They gave
us a general statement without the context of advertising, and as
explained in our—I cannot obviously talk about non-public pro-
ceedings in a public forum—but as explained in our testimony, ge-
nerically presenting something to us in that manner caused us
problems.

They withdrew the petition. They have recently sent us addi-
tional information and asked that we hold a public forum, but the
petition has been withdrawn.

Mr. WHITFIELD. Now, what would be the purpose of the public
forum?

Mr. Muris. I think, although they can speak for themselves, my
understanding is the public forum would involve some of the
issues, many of the issues I was just discussing with Chairman
Tauzin.

Mr. WHITFIELD. One of the statements made evidently in their
letter to your agency was that the Surgeon General in 1986 con-
cluded that smokeless tobacco is not a safe substitute for smoking
cigarettes. While not asserting that smokeless tobacco is safe,
many researchers in the public health community have expressed
the opinion that the use of smokeless tobacco involves significantly
less risk of adverse health effects than smoking cigarettes.

Now, does your agency have the capability to render a decision
on whether or not advertising based on that type of a statement
would be accurate or truthful?

Mr. Muris. The question with such advertising would be whether
it was substantiated. We do not have expertise to evaluate the sub-
stantiation, the scientific evidence. We would turn to scientific ex-
perts within and without the government.

I cite a few very briefly. We cite in our footnotes to our testimony
just very brief introductions to some of the scientific evidence, but
that is where we would have to turn.

Mr. WHITFIELD. And you would be able to do that?

Mr. MURIS. Sure. We would be able to ask for cooperation and
assistance. Obviously it would be in the discretion of the people we
asked as to how much they participated and what they told us.
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Mr. WHITFIELD. And going to the scientists to come up with a sci-
entific analysis of the claims under the current system that you
would do that, you would feel comfortable with the conclusion said?
I mean the process.

Mr. Muris. Well, let me, again, put the process in context. When
you have advertising, we look to see if the advertising in the first
instance is deceptive. Advertising of this nature would almost cer-
tainly be advertising that contained an explicit or implicit claim
that there was substantiation for the risk reduction.

We, again, are not experts on the science necessary to evaluate
that claim. So that is why we would turn to the scientific commu-
nity. I have confidence in the process in general. How it would
work in this particular case, you know, we would have to see.

Mr. WHITFIELD. Yes. Admiral Carmona, would you support the
abolition of all tobacco products?

Mr. CARMONA. I would at this point, yes, sir.

Mr. WHITFIELD. So you would support a law in Congress that all
tobacco products would be illegal?

Mr. CARMONA. No, sir, I did not say that. You asked me would
I support banning or abolishing tobacco products. Yes.

Legislation is not my field. If Congress chose to go that way, that
would be up to them, but I see no need for any tobacco products
in society.

Mr. WHITFIELD. But if Congress were to pass legislation making
tobacco an illegal product, you would be comfortable with that?

Mr. CARMONA. I would have no problem with that.

Mr. WHITFIELD. Okay. Now, the purpose of this hearing today, if
oral tobacco is to play a role in harm reduction, would you agree
it is not necessarily to show that it does not cause cancer, but it
simply needs to be substantially less hazardous than smoking?

Mr. CARMONA. If I understand your question correctly, sir, I
would say that we already know it is a carcinogen, one. And if we
were looking to test any other theories, certainly the fact that it is
a carcinogen would be important, and in my mind, you do not need
to do any further testing. If you already know it is a carcinogen,
it would not be an acceptable substitute.

Mr. WHITFIELD. So whether or not it is less harmful would not
make any difference to you then?

Mr. CARMONA. I if there are those who are doing research in this
area and they have thought of unique ways that this can be help-
ful, I am always willing to listen to research.

Mr. WHITFIELD. Okay.

Mr. CARMONA. But right now substituting one carcinogen for an-
other, I do not see a benefit.

Mr. WHITFIELD. Okay, and I understand that, but you are saying
if there is scientific evidence there that shows that it is less harm-
ful, that that is something that you would be willing to look at.

Mr. CARMONA. I would always be willing to look at any scientific
evidence, sir.

Mr. WHITFIELD. Okay. Now, the Royal College of Physicians in
December 2002, which is England’s oldest medical institution, and
among its functions is to advise the government, the public, and
the medical community on health care issues, stated that as a way
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of using nicotine, the consumption of noncombustible tobacco is of
the order of 10 to 1,000 times less hazardous than smoking.

Would you agree with that or not?

Mr. CARMONA. I would not, sir.

Mr. WHITFIELD. Are you aware of any scientific data that would
disagree with that statement?

Mr. CARMONA. Sir, not so much disagree, but I do not think they
have enough scientific data to justify making that statement.

er.?WHITFIELD. You do not think they have enough data to jus-
tify it?

Mr. CARMONA. That statement, yes.

Mr. WHITFIELD. And you have read this report that they have
rendered?

Mr. CARMONA. Yes, I have, sir.

Mr. WHITFIELD. Now, on this issue of smokeless tobacco as a
gateway to increased smoking, do you have any evidence to show
that it i1s a gateway to increased use of tobacco products?

Mr. CARMONA. Yes, sir. There are studies to demonstrate that it
does act as a gateway and can eventually increase smoking in all
individuals.

Mr. WHITFIELD. Now, what about there was reference earlier to
this European Union study about smokeless tobacco, and in that
study, they make all sorts of statements. They said Sweden has the
lowest level of tobacco related mortality in the developed world by
some distance, approximately half the tobacco related mortality of
the rest of the European Union. Sweden has the lowest male smok-
ing prevalence in Europe. Half of the tobacco in Sweden is now con-
sumed as a smokeless tobacco product, and this share has steadily
grown since 1970.

They go on and on and on, and they make all sorts of arguments
that one of the reasons that there is less mortality in Sweden is
because of these so-called smokeless products, and I am sure you
have read those reports as well.

But do you have any scientific evidence that would refute that
report?

Mr. CARMONA. Well, on those reports, sir, I think there are many
potential confounding factors that have not been fully looked at.
People smoke or chew for a variety of reasons, and to assume that
a decreased morbidity and mortality in a population is solely due
to the fact that somebody is chewing tobacco, I am sure they all
drink milk also or have a cup of coffee, and you could equally at-
tribute changes to other variables that maybe have not been looked
at.

So it is a much more complex problem.

Mr. WHITFIELD. I see my time has expired.

Mr. STEARNS. The gentleman’s time has expired.

The gentleman from Texas, Mr. Green.

Mr. GREEN. Thank you, Mr. Chairman.

Admiral Carmona, during the previous Congress members of this
committee have introduced legislation which would give the FDA
a broad authority to regulate tobacco products, including strong re-
strictions on advertising and marketing tobacco products, protec-
tion for young people against exposure to environmental tobacco
smoke and tough company specific surcharges to encourage compa-
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nies to reduce youth smoking. Do you think it is important for our
Congress this time to enact legislation to give the FDA that author-
ity to regulate these tobacco products?

Mr. CARMONA. Well, sir, I appreciate the question, but not being
in the regulation business, I think it is important that Congress
looks at this and makes determination if it is something that they
want to move ahead with that would be in the best interest of the
protection of the American public.

Whether or not the FDA does it, I think strong oversight and
scrutiny is important by whatever mechanism you all choose to do.

Mr. GREEN. Okay. Thank you.

I understand the position you are in, and I appreciate the best
answer you could give.

Mr. Muris, one of the rotating warnings on packages of smoke-
less tobacco reads “Warning, this product is not a safe alternative
to cigarettes.” Let us say that you are a cigarette smoker who saw
an ad promoting smokeless tobacco as a product with reduced risk,
if that was allowed, and you go to your local convenience store and
decide to try it out.

Yet ripping open the top of it, you read the warning that this
product 1s not a safe alternative to cigarettes. Would you feel as if
you received a mixed message as to the health benefits of that
package of smokeless tobacco?

Mr. MuRris. Well, it obviously depends—and this is just to preface
this. This is a very important part of what we would do, is to look
at the take-away as to what a reasonable person in the intended
aucllience understood. It obviously depends on what the advertising
said.

It is quite possible that even though couched in the language of
“safer,” that people would receive, you know, depending on how it
was written and what all was in the ad and the totality of the cir-
cumstances, it is possible that people would receive a message of
safe in which case they would be conflicting.

Mr. GREEN. Okay. Thank you.

The Federal Trade Commission Act provides that an act or prac-
tice is illegal if it “causes or is likely to cause substantial injury to
consumers which is not outweighed by countervailing benefits to
consumers or to competition.”

Even if we were to assume that scientific evidence were true that
smokeless tobacco use can reduce the number of deaths associated
with smoking, in your opinion does this outweigh the substantial
injury caused to consumer?

Mr. MuRris. Well, you are now turning to a second part of our
statute, which is unfairness, and I talked about this briefly a little
while ago.

In the context that we would be looking at, and this is part of
balancing in a different way than I was mentioning before, but
similarly of balancing the benefits and the costs, and that is what
that part of the statute requires.

I think it is a factual question on which, you know, we would
have to seek evidence.

Mr. GREEN. Thank you, Mr. Chairman.

And I yield back my time.

Mr. STEARNS. The gentleman yields back the balance of his time.
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The gentleman from New Hampshire, Mr. Bass.

Mr. BAss. Thank you, Mr. Chairman.

As I mentioned in my opening statement, we have heard com-
ments about young men using smokeless tobacco as a right of pas-
sage. We have heard a possible connection between health prob-
lems with the former Speaker of the House and chewing tobacco,
although I do not know whether that is true or not.

The Surgeon General has recommended that perhaps Members
of Congress need behavioral modifications. I would definitely agree
with that.

But the real issue here today is a narrow one, and my first ques-
tion is for Chairman Muris.

Understanding, sir, that the FTC has a difficult mission pro-
tecting consumers from deceptive and misleading advertising, it in-
volves judgment calls, and reasonable person standards. Given that
you already do this currently for weight loss products and other
such items based on a comparative advantage, which is the subject
of this hearing, could the FTC establish guidelines that would offer
needed protection and more accurate information, in your opinion?

Mr. Muris. Well, in general I think you have to take advertising
in its context and as you find it. There is the issue I was just men-
tioning, the issue of how consumers understand claims, and then
there is the issue on which we spent most of the time in the ques-
tions you have asked me about the substantiation.

Because one of the claims that would be in these ads would be
an explicit or an implicit claim that there is scientific substan-
tiation for a risk reduction claim.

I think we would have to emphasize both things. I do not think
we are ready to do guidelines particularly involving the second
issue because we would need to have a much greater discussion
with the scientific community about what risk reduction claims
mean, about the appropriate endpoints for measuring them, about
evidence from around the world, about a whole host of issues.

Mr. Bass. But it is perfectly legitimate or reasonable for the FTC
to conduct studies involving comparative advantages of one product
over another. It does not have to be an absolute.

Mr. MURIS. There is nothing in principle that prevents compara-
tive claims. The Commission with my predecessor, one of the best
things he did more than 30 years ago when he was at the FTC,
he got the networks to eliminate their restrictions on comparative
advertising.

Comparative claims are important kinds of claims.

Mr. Bass. Okay. Admiral Carmona, I appreciate your testimony,
and my colleague from Kentucky, Mr. Whitfield, brought up the
issue of the English or the British report that in essence drew a
conclusion regarding the relative benefit or whatever of smokeless
tobacco versus cigarettes.

I would be interested in if you would be willing to provide the
subcommittee with a further explanation as to exactly what sci-
entific evidence you find in that report invalid.

I will say now I have never heard of it, and I have not read it,
but you have basically disputed the claims that are made in this
report and said they are invalid and they are not based upon ade-
quate science and if you were an officer, you would be willing to
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analyze those claims and explain exactly what mistakes they made
that led to that particular conclusion.

I would be interested to read about it.

Mr. CARMONA. We would be happy to provide you with the infor-
mation, sir, and generally it is not that it is invalid. We felt that
there was not enough information to support their thesis, that
rrllore research needed to be done before you could come to that con-
clusion.

Mr. Bass. Okay. I do not think anybody here is suggesting, sir,
that you recommend one product over the other, but suppose, but
I do not like to use hypotheticals, but would you agree that adver-
tising that explains the mortality rates of one product over another,
that infers a conclusion that smokeless tobacco was less harmful
than cigarette smoking, would that fairly describe an aspect of the
harm reduction that we are all seeking?

Mr. CARMONA. Well, we are all seeking harm reduction. I do not
think that fairly describes quite a complex problem because where
you might be able to argue that a product has one component that
may reduce risk, when you look at the product broadly and all of
its risk factors, there may be more harm or less harm than others.

So I do not think, sir, it is as simple as just describing that be-
cause there are many variables that we are looking at in these
comparisons.

Mr. Bass. Mr. Chairman, my time has expired, and the point
that I am trying to drive at in this line of questioning is that there
is no perfect product for any problem, and there is probably no sub-
stance in this country or no issue or product that is more con-
troversial, with the possible exception guns, than tobacco.

However, within the context of this debate if a public good is
being achieved, albeit not a perfect one, is it not a good idea for
policymakers and agency heads to examine this realistically and
objectively because ultimately we are all seeking the same goal,
which is reduction in deaths due to this particular substance.

And I will yield back.

Mr. STEARNS. And I thank the gentleman, and we have had a
hearing dealing with guns, too.

Mr. Bass. I know.

Mr. STEARNS. The gentleman from Massachusetts.

Mr. MARKEY. Thank you, Mr. Chairman, very much.

I do have a bias in this field. My father died from lung cancer,
and he died 3 years ago. And although he smoked two packs of
Camels a day from the age of 12 until 67, it never caught him until
he was 89, and then it just showed up even though he was other-
wise perfectly healthy, and then he died from lung cancer 3 years
ago, although the doctor had said, until it showed up, that he was
going to live to 100.

So that is a big loss in our family to have a guy in perfectly
healthy condition mentally and physically to die because of it.

But what I remember most is that when I was 13, he told me
because I was the oldest, that he started smoking at 12 and that
he knew I would be starting in the next couple of years because
every boy smoked, all right, but that he should not expect him to
pay for the Camels; that I was going to have to earn the money.
Just do not take the money out of his pockets or anything.
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But he knew that we would all smoke. That was his message to
me when I was a 13 year old boy.

So because of the Surgeon General’s decision in the mid-sixties
and the continuation of public education, we have been partially at
least able to stem that tide of the inevitable deaths that occur from
young boys and girls starting to smoke because they feel like they
have to.

So one of my concerns here from a public health perspective is
the secret additives that are included not only in cigarettes, but
also in the smokeless tobacco kind of products that are sold, and
I know that HHS is one of the only entities to have the secret list
of ingredients.

Do you think that it would be helpful for there to be a release
of the secret additives to the public so that even if smokeless to-
bacco is advertised as being safer than smoking tobacco that the
public would then still be able to see what the additives were and
to be able to judge that it is still much too big of a risk to under-
take at all and help mothers and fathers to convince their kids not
to start?

Doctor?

Mr. CARMONA. Sir, I am not aware of the legal complexities in-
volving the release of such information, but I know that our sci-
entists have looked at it, and in aggregate they have published in-
formation as to many carcinogenic agents, as well as other factors
that are contained within smoke products that can cause not only
cancer, but other disease.

But as far as the release of that, I think that it is out of the
scope of my practice, sir, and I am not sure of the legalities of that,
but certainly:

Mr. MARKEY. If it was within our power, would you make the list
of the secret additives public?

Mr. CARMONA. I think that I would ask my colleagues who were
actually at the bench doing the research to ascertain if there was
any benefit, additional benefit to that that would be released with-
in the research, and then I would make my decision on that.

Mr. MARKEY. Any additional benefit?

Mr. CARMONA. Knowing the specifics, yes.

Mr. MARKEY. If the public knew what the additives were and it
was determined that they would be more likely not to start using
it if they knew, would you then be supportive of releasing the addi-
tive information?

Mr. CARMONA. Again, sir, that is one of the factors I would con-
sider, but also looking at the entire context of how this information
is being used by our scientists and if there was some health status
that could be achieved by releasing this information, then certainly
that would move me in that direction.

Mr. MARKEY. So there are carcinogens in these additives. You
also mentioned other diseases caused by these additives. What are
they?

Mr. CARMONA. Well, chronic obstructive pulmonary disease, ac-
celeration of cardiovascular disease, you know, stroke, heart at-
tacks, things like that. So not all necessarily cancer related, but
very significant diseases also.
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Mr. MARKEY. So let me ask you, Chairman Muris. If the public
does not have access to information about secret ingredients and
additives in smokeless tobacco, aren’t claims regarding the poten-
tial health benefits of smokeless tobacco likely to be deceptive or
misleading because the information about the additives that are in
the smokeless tobacco are not available for the public to make that
determination themselves?

Mr. MuURIs. Well, let me preface with two general statements.

One, I have never looked explicitly at what this information is,
but from the standpoint of what we do, there would obviously be
a heavy presumption in favor of more information and not less, and
someone would have to make a very good argument, and you know,
not having looked at it, I do not know what that argument might
be, to withhold information.

Mr. MARKEY. Thank you.

Mr. STEARNS. The gentleman’s time has expired.

Mr. Shimkus. No, Mr. Shadegg. Mr. Shadegg.

Mr. SHADEGG. Thank you, Mr. Chairman, and thank you for
holding this hearing.

I will tell you I am mystified by it all, and I kind of wonder
where it is taking us.

Let me start with the issue of your jurisdiction at the FTC. As
I understand it, you have jurisdiction arising out of the concept of
deception and the concept of unfairness; is that correct?

Mr. MURIS. Yes.

Mr. SHADEGG. On the concept of deception, as I understand your
testimony, before you could allow a label to say this product is
safer than, that is, smokeless tobacco is a safer alternative to ciga-
rette smoking, you would have to have evidence which substan-
tiated that point; is that correct?

Mr. MURIS. Among other things, yes, sir.

Mr. SHADEGG. Okay. Dr. Carmona, it is your belief that while
there have been studies done on that point, they simply are not
sufficient, that is, not enough studies or not enough subjects, not
enough contrasting information to reach that conclusion; is that
right?

Mr. CARMONA. In the particular instance of smokeless tobacco?

Mr. SHADEGG. Yes, to reach the conclusion that smokeless is
safer than.

Mr. CARMONA. Yes, that is correct, sir.

Mr. SHADEGG. Okay. So you believe the FTC could not, in fact,
substantiate that first threshold criteria of whether or not it is
safer than; is that right?

Mr. CARMONA. That is right, sir.

Mr. SHADEGG. The whole topic puzzles me. For example, this is
a can of smokeless tobacco. This particular can has the warning
that says, “This product may cause gum disease and tooth loss.”

One of the issues I hear in the testimony here today is a relative
one, which is if we say or if we allow the claim to be made that
smokeless tobacco is safer than cigarettes, which you believe can-
not be substantiated, but others believe could be substantiated, are
we then deceiving people into using smokeless tobacco as a safe al-
ternative?
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Now, we know that one of the labels that is already on smokeless
tobacco says this product is not a safe alternative to cigarettes.
That raises the issue of, okay, what is the truth. If you give less
than all of the truth, are you somehow deceiving people?

And, Dr. Carmona, that is your concern, is it not?

Mr. CARMONA. Yes, sir. My concern is that, you know, that defi-
nition of the word “safer” as it relates to these products, that, in
fact, if you take one piece out of context and make an assumption
that, well, because there is less of a certain chemical, therefore, it
is safer where the science is not there to support it, and we ignore
the fact that, as you just pointed out, sir, gum disease, tooth prob-
lems and so on are also problematic, it is very difficult to say that,
and that is why I view that substitution argument as oversim-
plified for a very complex problem and one that I could not support
because it is still detrimental to the American public.

Mr. SHADEGG. Let me ask you both. As I read the information
I am provided, right now although the warning on cigarettes is a
Surgeon General’s warning and the warning on smokeless tobacco
is not a Surgeon General’s warning, it just says a warning; both
are as a result of congressional actions and neither are as a result
of FTC action standing alone or Surgeon General action standing
alone; is that correct?

Mr. CARMONA. I believe so, sir.

Mr. MURIS. Yes. The FTC got the ball rolling, but then Congress
stepped in 40 years ago or almost 40 years ago.

Mr. SHADEGG. And so it is going to be our job to try to spell out
at least currently what should be specified on the label, if anything.

Dr. Carmona, if the Congress does not step in and specify what
should be spelled out, do you have the jurisdiction to issue your
own warning?

Mr. CARMONA. Well, I think that one of the things I have prob-
ably that is most important is the so-called bully pulpit. I can cer-
tainly speak out regularly on the hazards of all tobacco products,
and I would certainly intend to do that along with my colleagues
where the scientific basis allows me to do so.

Mr. SHADEGG. and I suppose it would be your position that if
someone were to propose that they wanted to advertise smokeless
tobacco as safer than cigarettes, you would want to add “but not,
in fact, safe” because of these other dangers; is that right?

Mr. CARMONA. I would be opposed to such advertising.

Mr. SHADEGG. And you would like to see the Congress, if the
Congress were to step into this field and specify what had to be put
on claims about smokeless tobacco, to make sure if anyone had
wanted to make a claim that smokeless tobacco was safer than
cigarettes, but they would go beyond that and say, “But, however,
still not safe because it causes all of these issues, the potential for
mouth cancer, potential for gum decay, tooth disease, other things”;
is that right?

Mr. CARMONA. Well, sir, my intent would never be to attempt be-
havioral modification on the Congress.

Mr. SHADEGG. But we look to you for expertise and we should.

Mr. CARMONA. But what I would strongly support is that Con-
gress take into account all of the scientific evidence before us, some
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of which you have completely outlined right now, in making their
decision to protect the American public.

Mr. SHADEGG. One of the things that concerns me is that of the
three labels Congress has specified for smokeless tobacco, and I un-
derstand they rotate. So my understanding is that one third of all
cans would have to contain one of these; one third the second; and
one third the third. One of them, quite frankly, I think you could
make the claim that it is deceptive precisely because it does not go
far enough.

One of the three labels is, “This product may cause gum disease
and tooth loss.” I would suggest that if I were a young kid picking
up this can and read this particular can, which says it may cause
gum disease and tooth loss, I would be a lot less concerned about
its use than if read, “This product may cause mouth cancer,” which
raises the next question of, well, why does it say mouth cancer.
Why doesn’t it say this product may cause cancer? Because if you
want to scare somebody and you warn them this product may
cause cancer, I suggest that is going to have a greater impact on
t}ﬁem than perhaps any of the other three alternatives that are
there.

So one of my concerns is what we will have when we start down
the slippery slope, when it is the U.S. Congress that decides what
the precise wording of any warning ought to be.

Mr. CARMONA. Well, we are certainly concerned, my colleagues
and I, sir, that any references to “safer” that are not clearly spelled
out, are not scientifically justified may, in fact, just do that, cause
young people to start earlier and feel that it is a safe thing to do;
that there is relatively little risk; and as you have pointed out, the
whole story is not being told.

Mr. SHADEGG. Let me go back to the FTC on the issue of, okay,
one issue would be the issue of deception, and that is would it be
deceptive to claim that smokeless tobacco is safer than cigarettes.

Your second element of jurisdiction is that of unfairness. Under
the second rubric, unfairness, would you consider it necessary to go
on and provide the disclosure however not safe?

Mr. Muris. Well, the Commission has rarely, and I mean rarely,
used unfairness to evaluate advertising. It almost always uses de-
ception. There is a tremendous First Amendment problem from
saying an advertisement is truthful, yet we can stop it. So we
would much more likely use on the unfair—I mean our deceptive
authority.

It is clear that in any of these ads we would be concerned with
the take-away. By that I mean an understanding by the intended
audience that no matter what the word said, that a lot of people
thought that it meant safe, and that would be a big concern.

Mr. SHADEGG. You would be concerned that an implication that
safer might cause somebody to conclude it was safe.

Mr. MURIS. Sure, depending on, you know, how the disclosure
was made and what else was in the end.

Mr. SHADEGG. Before my time expires, I simply want to conclude
by pointing out that according to the information that I have in
1981, the FTC issued a report to Congress that concluded that
health warning labels had little effect on public knowledge and at-
titudes about smoking. So it says public labels do not do anything.
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Congress responded by enacting a law requiring health warning
labels. I think it is quite interesting what we do here.

Thank you very much.

Mr. STEARNS. The gentleman’s time has expired.

Mr. Davis is recognized.

Mr. Davis. Thank you, Mr. Chairman.

Chairman Muris, in reviewing your written statement on page 8,
you suggest that in the context of safety claims, the FTC has typi-
cally required a substantiation standard of competent and reliable
scientific evidence. In my opinion, this issue ultimately boils down
to respect. How much respect are we going to have for our con-
sumers, for our citizens in terms of how high the standard we set
as far as judging the accuracy and truthfulness of any disclosure
you would approve or this Congress would approve so people can
make safe decisions, not necessarily the right decision.

Can you elaborate a little bit as to exactly how high the standard
is you would employ if you were to find yourself in a proceeding
judging the marketing of smokeless tobacco?

Mr. Muris. Well, yes, sir. The first question obviously turns on
what the ads would say in their full context and, therefore, what
the take-away from consumers would be. The more qualified the
take-away that the consumers received, the lesser the substan-
tiation.

On the other hand, as I mentioned, the so-called Pfizer factors
before, because I personally believe, again, just speaking for my-
self—obviously my colleagues could have different views—because
the consequences of making a mistake here are so serious in terms
of, you know, the potential adverse effects on public health, people
who might otherwise have quit, what the effects might be on chil-
dren; that would indicate that the bar should be very high.

Mr. DAvis. The debate here today seems to center upon the word
“safer.” It seems to me as a lay person that by its very nature in
whatever context the word “safer” is used, and it invariably is a
vague term,; it is not a qualitative connotation.

Under what circumstances could safer ever constitute a suffi-
ciently acceptable standard under this very high standard you have
just described?

Mr. Muris. Well, again, there are two questions that I think you
really have to keep distinct. One is how consumers understand the
words, and I believe it is possible to communicate safer as opposed
to safe, but then the second question is about the scientific evi-
dence.

And the scientific evidence, I believe, would have to be very high,
but we do not even know. I mean, again, we are not scientists. The
scientific community, I think it would be very useful for them to
do more work on issues involving what sort of evidence is it that
they would want, what sort of evidence that they would look at.

Because I do agree with the general premise that some members
have made that we do have upwards of 50 million people who
smoke. Many of them find it very difficult to quit. The simplest
place to start, if I could just end, I believe, and I would like to ex-
plore with the FDA, the potential for broader-based claims for the
gums and the patches that the Surgeon General mentioned.
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Right now those can only be used for very narrow purposes. They
can only be marketed as part of quitting. They cannot be marketed
as sort of a long run replacement. It seems to me, again, it would
be up to the FDA ultimately because they regulate this, but it
would seem to me that there are very large potential benefits from
being able to tell people about the longer run possibility.

Mr. DAviS. And I commend you on that. I do not think we should
be afraid of the risk reduction. The Surgeon General has said that.
I think we need to be painfully objective about this.

But it just seems to me as a lay person that the question is not
whether a safer type of marketing could ever be acceptable under
this very high standard, but that it really would be a disclosure as
to how much safer or how less safer, don’t you think?

Mr. Muris. Oh, well, absolutely you would need to understand
the question of quantity in that sense, not just the question of a
qualitative difference, and I agree with that.

It even may be true, a complication of the nicotine products, the
gums and patches, and why I used the word “potential” is there is
some evidence, and, again, I am not a scientist. The scientists
would have to explore it. There is some evidence of potential dan-
gers from nicotine itself beyond addiction.

Mr. DAviS. In the Footnote 17 on page 8, you seem to acknowl-
edge the possibility that evidence that is presented to you that you
rely upon for approval later proves to be faulty. That is a problem.

Do you have the authority to go back and revisit any approval
of the disclosure that has been made on a product if subsequent
scientific evidence reveals it is not sufficiently accurate?

Mr. MURIS. Absolutely, and the basis of the substantiation doc-
trine by its very nature recognizes that when the science changes,
then the ability to make the claims changes.

Mr. Davis. I would like to give the Surgeon General an oppor-
tunity to comment on any of these points if he would care to.

Mr. CARMONA. Well, sir, simply I agree with where you are going
with this. I think there is qualitative and quantitative aspect to the
word “safe” or “safer,” and certainly quantitatively we have to be
able to define that, but also in its entirety as I alluded to earlier
in my remarks.

Taking one variable out of context and simply stating that there
is an improvement or it is simply safer does not address the spec-
trum of risk, of which there are many variables.

So I think it is to the public’s benefit that we are very clear on
how that word is used.

Mr. Davis. Thank you, Mr. Chairman.

Mr. STEARNS. The gentleman’s time has expired.

Mr. Issa.

Mr. IssA. Thank you, Mr. Chairman.

I might preface this by saying I am a recovering smoker of 13-
plus years. So I am very aware and every day think about the error
of my smoking in my youth and my not so youth judging from
when I finally quit, but I do have some questions because I do not
think we are dealing with tobacco here. We are dealing with the
question of a blank substance relative to other blank substances,
claims, interpretation for whether or not they are allowed versus
other claims.
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And hopefully we can forget the word “tobacco” in the discussion
today for purposes of thinking about whether or not safer, which
does seem to be the key word, is appropriate or inappropriate to
be considered.

And what I would like to, first of all, do is ask the Surgeon Gen-
eral one question, which is what is the health benefit of butter.

Mr. CARMONA. Let’s see. There are nutrients within butter.

Mr. IssA. Butter is basically fat; is that right?

Mr. CARMONA. No, no.

Mr. IssA. What are the benefits of fat then perhaps is a better
question.

Mr. CARMONA. Fat is necessary. It is essential to our growing ev-
erything from making steroids in your body to new cells require
fats.

Mr. IssAa. And isn’t the excess consumption of fat the No. 1
health problem in America, in combination with not enough exer-
cise.

Mr. CARMONA. It certainly contributes to obesity, sir. Yes, sir.

Mr. IssAa. Okay, and yet the low fat butters and the alternate
butters appear to be able to claim that they are better and safer.
I have read enough packaging to get this idea that this plasticized
butter that tastes marginal at best, not margarine, but marginal,
gets to make that claim.

And, Chairman Muris, I guess the question is: how do they get
to make the claim that they are better if essentially the difference
is less fat, which the Surgeon General has said is okay? It is essen-
tial.

Mr. MuRrIis. Well, health claims are regulated by a statute that
Congress passed in 1991, the NLEA, and there are a variety of
hoops through which you have to jump. So even though we are in-
volved in that area and, in fact, Dr. McClellan, the head of the
FDA, and I made an announcement last year where he is hoping,
given the way science is changing, he is hoping that advertising
and labeling can keep up with the changes in science.

But there is a special, you know, regulatory regime for those.

Mr. IssA. Okay. So the fact that butter is essentially not bad and
fat is not bad, then if you have less of it claiming that it is better
would be probably inappropriate on the face of it all, forgetting
about the taste of butter, forgetting about what we all put on.
Then, in fact, we have a different standard for tobacco than we
have for fat.

Doctor, I guess my next question is you support banning tobacco.
Does that allow you to be an honest broker in the question of less
bad and more bad?

I would personally say that I would have a hard time if I sup-
ported outright banning something. We would be happy to see Con-
gress passing a law that would do that.

And then I was asked: well, are we going to allow the good in-
stead of the perfect if the good might, in fact, perpetuate consump-
tion of this for a while?

I would probably inherently say, “Well, geez, I do not want to
have anything that might lower a little bit the health risk, but per-
petuate the consumption.”
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Is that something that you are having to deal with in your testi-
mony today?

Mr. CARMONA. Well, no, sir, and let me elaborate. First, I want
to respectfully disagree with your analogy with butter because it is
much more complex than is presented, and I think it is an unfair
analogy.

Second, I am not having any problem with it because the driving
factor in what I have testified to is that the substance we are talk-
ing about is a proven carcinogen. It causes cancer. So that——

Mr. IssA. Reclaiming my time from the witness, I guess the prob-
lem we have is we are talking about less and more and trying to
understand whether or not less or more is an honest statement,
and that is why I am trying to get to the bottom of this.

It appears to me as though other than tobacco we have this the-
ory that you are innocent until proven guilty. In tobacco you are
guilty until proven innocent, and so for the Chairman, I guess, my
question to you would be, because my time is evaporating here, we
have made a big point in this country, and accurately so, that we
are concerned about second hand smoke, sufficiently that, in fact,
it has been found to be something that one has to get rid of, and
that is why we ban smoking in public areas in State after State.

If, in fact, second hand smoke is clearly bad, then aren’t you bet-
ter if you have no second hand smoke because you have no first
hand smoke? The risk to people around a smokeless tobacco con-
sumer is by definition zero versus whatever you have with cigars,
pipes and cigarettes.

Would that not meet the first threshold of a claim?

Mr. MuRris. Well, sure, but now you are addressing a different
question. If smokeless tobacco made a claim based on no second-
hand smoke, you know, we would evaluate that on it its merits.
T%)lat is obviously different than the earlier claim we were talking
about.

Mr. IssA. So just one last follow-up. So what I am hearing is that
even though there is no smoke and anybody could figure out that
it must be safer, you are saying that if they made that claim, then
you would think about evaluating it. Do we need science to
determine——

Mr. Muris. Well, no. I am saying

er.? IssA. [continuing] that smoke has no second hand smoke
claim?

Mr. Muris. The evaluation could be very quick, but obviously if
someone asks us, let us go back to the premise. The premise was
we were asked about these claims. I cannot give an answer without
an evaluation, even if the evaluation occurs in a twinkling of an
eye.

Mr. STEARNS. The gentleman’s time has expired, and the
gentlelady from California, Ms. Solis.

Ms. SoLis. Thank you, Mr. Chairman.

Thank you, Dr. Carmona for being here. It is good to see you. I
know on occasion we talked about some of these chronic illnesses
that face our communities, especially minority communities and
the Latino community.

And I wanted to ask you, and I do not know if this has come up,
what the cost is in terms of prevention for tobacco use now that
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you know of in terms of government trying to combat the use, try-
ing to get youth to stay out of, you know, going into that bad habit
of smoking.

Mr. CARMONA. I do not have a dollar amount for you. I certainly
can get that, but whatever it is, I know that when we look at pre-
vention across the board, we spend far, far too little on all preven-
tion activities in this country.

Ms. Sovris. Would you say that the number of youth, particularly
minority youth in terms of smoking, has gone up in the last 10
years or it has gone down?

Mr. CARMONA. I think it has slightly increased where other areas
or other subsets have decreased. This is still a population that is
at greater risk.

Ms. Souis. I saw some information regarding, I guess, a percent-
age decrease for young Latinas in terms of smoking. I kind of un-
derstand why that is happening, because more women at least are
going in for prenatal care and are being advised of low birth weight
that their child would experience if they continue to smoke.

Is that something that your office is also advocating?

Mr. CARMONA. Well, the epidemiology and demographics of smok-
ing are tracked very carefully by CDC on a routine basis, and they
have all of those numbers broken down, again, by ethnicity, by geo-
graphic location, by age, and so on.

So it really depends which group you are speaking of. In some
areas it has plateaued out, but in some there are still subgroups,
Latinos specifically, who are at slightly increased risk, and every
once in a while we see a little increase.

Ms. SoLis. One of the explanations that we were given is that,
in fact, if you were advocating for use of smokeless tobacco, that
that probably or could lead to use of tobacco, cigarettes. What is
your opinion on that?

Mr. CARMONA. Yes, we do look at smokeless products as being a
gateway to smoking. It can be still a sense of security that, again,
as I have said earlier, this is a lesser threat. It is a safer means
to get your nicotine and chew, and we are definitely concerned
about that for the reasons I have already mentioned.

Ms. SoLis. One of the other questions I have is women, I think,
overall, my understanding is that the rate has actually gone up; is
that correct, in terms of cigarettes?

Mr. CARMONA. It depends on the age group, and I would have to
look at that data, but the aggregate, if it has, it is very slightly in
aggregate. But, again, breaking down the populations, minority
populations’ age and demographics you will have peaks and lev-
eling off periods that are different than the aggregate data when
you just lump all women together, for instance nationally.

Ms. Soris. The information I have is that women account now
for about 39 percent of all smoke related deaths in the U.S.

Mr. CARMONA. That is correct.

Ms. Souis. I guess one of the questions I would have is if we are
trying to get women to stop smoking and using an alternative
measure here, in this case smokeless tobacco, I cannot think of too
many women who would want to chew tobacco, you know, and I
would love to hear more about that. Because I think that is a real
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issue that we are really skirting the issue here, and how do you
deal with that?

Mr. CARMONA. Well, I think that is, you know, a social and cul-
tural part of our society where young men embrace that and most
women reject it.

Ms. SoLis. Well, wouldn’t that have an impact on modifying
maybe their behavior?

Mr. CARMONA. Oh, yes, ma’am. Absolutely, yes.

Ms. Sonis. So I am still very skeptical about the direction of
where we are going with all of this because I know that in our com-
munity, and especially in California, the State of California is pret-
ty progressive in terms of prevention, tobacco smoking and all of
that, and restricting where you can use cigarettes.

In fact, we have an initiative that was passed, Prop. 10, that you
are probably aware of that is a dedicated source of funding strictly
for prevention.

So my question goes to while we are spending a lot of money to
try to treat the illness, cancer, respiratory, emphysema, at the
same time we are raising revenue to try to tell youth to give them
the message and young people not to smoke.

Mr. CARMONA. Yes.

Ms. SoLis. And then we are saying, on the other hand, well, it
is okay to chew tobacco when, in fact, studies, I guess, are not clear
on how severe that might be.

My question is, you know: where are we going with this in terms
of giving accurate information that smokeless tobacco may be
harmful, could be maybe in different degrees obviously. Maybe you
do not get cancer in 10 years. Maybe you suffer from tooth decay
a lot faster, which we see in our community, by the way.

And I would ask, you know, what your opinion is on that.

Mr. CARMONA. Congresswoman, my opinion is that, as I have
stated, irrespective of the debate here today, I see no scientific evi-
dence to support the use of smokeless products for any reason, and
they are hazardous to your health, from causing cancer to causing
oral disease, including gingivitis, tooth decay, as well as a host of
other diseases.

So without further evidence to refute that, I could not support its
use in any fashion.

Mr. STEARNS. The gentlelady’s time has expired.

Ms. SoLis. Thank you. Thank you very much.

Mr. STEARNS. Mr. Fletcher.

Mr. FLETCHER. Thank you, Mr. Chairman, and thank you for
conducting this hearing.

Let me say first having spent most of my adult life up until the
political side of things encouraging people to stop smoking and
using tobacco products, I think it is interesting that we come to
today where we are talking about relative risk of different prod-
ucts.

There is no question as we look at the IOM report, 180,000
deaths from the cardiovascular disease, 150,000 from cancer, about
85,000 from respiratory disease related to tobacco use, and so there
is no question that if we had a perfect world, that no one would
smoke or use products that are harmful to their health.
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But, in fact, that is not the case. We do have a free society, and
I think in a free society it is very important to remember that a
couple of things are important.

One, I think it is extremely important to be intellectually honest
with the population so that they can make choices. Some people
choose to smoke even though they know the risk is there. I think
75 percent of the people that are smoking would like to quit. That
means there is 25 percent that do not even want to quit.

So outside of prohibition, which even though some may support
that, I think we probably have it nigh to impossible to control and
regulate. We went through prohibition in the early part of the last
century with some abysmal results.

But given that, let me look, and I want to present a couple of
things. I have looked over these reports, and I know the Surgeon
General has commented on that. One was the Royal College of Phy-
sicians of London, and these are, you know, pretty reputable folks.
In fact, they have been around a lot longer that probably most of
our even Harvard and some of our early medical institutions. I
mean these are folks that spend their life doing research.

And they come up and say a way of using nicotine, the consump-
tion of noncombustible tobacco is on the order of 10 to 1,000 times
less hazardous than smoking, depending on the product. Some
manufacturers want to market smokeless tobacco’s harm reduction
option for nicotine users, and they may find support for that in the
public health community.

But the bottom line is it is a pretty big spectrum. So the science
is pretty unclear. It is 10 to 1,000 times. Even 10 is pretty signifi-
cant if that is the low balling side.

Now, I do not support and have certainly found it intolerable
that companies in the past have made marketing attempts toward
younger individuals and maybe not always been truthful in what
they said they would market and things. And so I think it is clear
that we have some sort of guidelines for advertising, for marketing
a product.

But I also look at given the fact that Royal College is 10 to 1,000
times less, there is also the European. These are some pretty rep-
utable people, too, that have spent a lifetime just in research. They
said oral tobacco may play a role in harmful reduction. It is not
necessary to show that it does not cause cancer. It just needs to
be substantially less hazardous than smoking, even allowing for
the cautious assumption about health impact.

So that is what you were talking about, the European, I guess.
The smokeless tobacco and other oral tobaccos are a very substan-
tially less dangerous way to use tobacco than cigarettes, and it goes
on to talk about a number of different other things, but it does at
least acknowledge, and this is a study of some physician research-
ers that smokeless tobacco has reduced health.

Now, the Scandinavian study—and I know the Surgeon General
mentioned that some of the factors were not controlled—there was
one of those studies where they were controlled fairly well. Let me
read those to you.

This was a Lagergin study. It was a case controlled study, pa-
tients with adenocarcinoma of the esophagus, gastric, cardio, and
esophageal squamous cell carcinoma. It said many potential con-
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founders were considered, including age, sex, education, cigarette
smoking, alcohol consumption, dietary intakes. It did not mention
coffee specifically. Dietary intakes of fruit and vegetables and en-
ergy intake, BMI, reflux symptoms, physical activities.

It talked about the substantial reduction. I agree that the science
is not totally—I mean there are a lot of studies that can be done,
and the science is not totally complete in this area. But one of the
questions I have got for both of you is if we could have certainly
an initiative for regulating tobacco products, whether it be FDA or
whether it be FTC on the marketing of it, and it was marketed in
such a way that it was very clear to not use the word “safe” or
“safer,” but say you had a relative scale from 1 to 10, and say you
could say, well, given the current knowledge that we have, you
know, filterless cigarettes, maybe a 10; smokeless, somewhere less
there.

And, by the way, I come from a district that produces burley,
which is for cigarettes, not for smokeless tobacco.

Given the fact that we live in a free society and it is important
to get information out, and given the fact that I know some people
feel that this gateway issue may promote more people, but wouldn’t
it be incumbent upon us to provide that information to them, that
there is a relative risk?

And I say that because I have got a brother that I tried to get
to stop smoking. He was smoking. We got him to stop. He started
dipping snuff. Finally when we could not get him to stop alto-
gether, we just kind of quit, and, yes, he went back to smoking. But
I never told him about reduced risk.

And I just wonder that given the fact that even second hand
smoke causes some injuries of what we might do if we give the
public intellectually honest information about the relative risk, and
I would just like both of you to comment on that.

Mr. CarMONA. Well, if T might, I will just comment on the
science first, and then I will pass off to my colleague on the adver-
tising.

I certainly respect your opinions as a colleague, as a fellow physi-
cian, sir, but the Swedish study, I know that they looked at an end-
point of oral cancer risk and not cardiovascular disease or other
causes of mortality in a more broad sense. So it is only one end-
point.

So I think variables also in outcome, as well as the inputs for the
research I think are equally important.

Mr. FLETCHER. May I interrupt you just to ask you a question?

Mr. CARMONA. Yes, sir.

Mr. FLETCHER. Do you believe that smoking has the same cardio-
vascular risk as smokeless tobacco, say, the Swedish smokeless?

Mr. CARMONA. I would have to review the data more specifically,
but I know there is risk. If it is the same or lesser, then we get
into that issue again of is it safer.

Mr. FLETCHER. Yes, relative risk. That is what studies are about.
There is no absolute there.

Mr. CARMONA. Yes, and so the other issue is when we are talking
about the amount of nicotine, for instance, and you do not also talk
about carcinogenicity, then you just negate the fact that we know
that these are cancer causing compounds, and so if you just ad-
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dress the issue of, well, is this a safe way of using this to withdraw
somebody from their nicotine addiction.

Well, again, my premise is that if I know that this is a car-
cinogen, then I really could not in good faith recommend it for any
other use when I know no matter what else you are using it for

Mr. FLETCHER. I agree. We do not recommend it for use, period,
but I am talking about a relative scale, just getting information out
to the public. It is kind of like on HPV and cervical cancer. You
know that. We talk about the use of condoms does not totally pre-
vent HPV and cervical cancer, but it reduces the risk, and there
are a lot of folks on different sides of the aisle that have a different
approach to that.

Mr. CARMONA. Yes, I understand, and I can understand where
you are coming from and some of the research is looking at this a
little bit different as a matter of policy. But, again, it comes back
to the cancer causing effects or carcinogenicity of this for me, that
when you say on a relative risk and you say, “Okay. Well, smoking
let us say is a ten and maybe this product is a five, but it still
causes cancer.”

So if you say the relative risk is lower, all right, I cannot argue
with you if we show that statistically, but it is still a cancer caus-
ing agent, which is why I am concerned.

Mr. FLETCHER. I agree.

Mr. Chairman.

Mr. STEARNS. The gentleman’s time has expired.

The gentlelady, Ms. Cubin.

Ms. CUBIN. Thank you, Mr. Chairman, and thank you for calling
this hearing today.

I was one of those members that did request because I believe
that knowledge is power, and I want to point out that we are not
here today talking about the ills of smoking. We all know that. We
all believe it, and we accept it.

We are also not talking about marketing tobacco products to chil-
dren. If I had three wishes and I found the bottle on the shore and
the genie popped out, I would probably wish for enough money to
take care of myself and my family and meet our needs until we die.
I would probably ask for good health for myself and my family. And
the third thing would be that I would wish for all children to make
decisions that were beneficial to their bodies as far as health is
concerned.

So, you know, I am a mother, and I actually have a son that
chews smokeless tobacco, and I hate it. When I was a little girl,
my grandfather chewed smokeless tobacco. I am from Wyoming,
and probably we have as many people that use smokeless tobacco
as anyone.

But what I am thinking about are the 10 million adults that are
going to die in the next 10 years or the next two decades I should
say, that are going to die from actions related to smoking, condi-
tions related to smoking.

I have a degree in chemistry, and whenever we would be arguing
an issue in science, the first thing we would always do is challenge
the studies that were cited by—I was also in debate—the studies
that were challenged by the other side.
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And so, Dr. Carmona, you do not accept as valid because it is not
comprehensive enough the study by Britain’s Royal Academy of
Medicine; is that correct? Was that the reason you gave during
your questioning and statement?

Mr. CARMONA. Yes. Not that it was invalid, but that to make a
decision you need much more information, and my colleagues also
who study this

Ms. CUBIN. Yes. Okay. Well, then does it follow that the same
level of comprehensiveness must be followed to support the state-
ment you made that smokeless tobacco is a gateway to smoking?
Is there a study that you can cite that has more comprehensive
basis than the Royal Academy’s?

And if so, would you please furnish that?

I would like a comparison actually of the studies themselves and
why the study that you are quoting as far as the gateway to smok-
ing is concerned is superior to the basis of this study by the Royal
Academy. Would you provide that to us?

Mr. CARMONA. Yes, ma’am.

Ms. CUBIN. Thank you.

Mr. CARMONA. I did not mean to imply that it was superior, but
I would be happy to provide the information to you.

Ms. CUBIN. Sure. You did not say it was superior, but you base
your opinion on something, and I am just curious to know how you
substantiate that in your own mind, and I would appreciate it if
you would provide that to us.

Another point that I wanted to bring up is that science is chang-
ing. Mr. Muris brought that up earlier in response to a question
that science is changing. In the 1986 Comprehensive Smokeless To-
bacco Health Education Act, Congress ordered that three messages
be alternated on snus cans. You notice I call it snus because that
is what my grandpa always called it. That is politically correct to
me.

Anyway, one of those statements is this product is not a safe al-
ternative to cigarettes. Well, since your agency did not come up
with that language that it is not a safe alternative to cigarettes,
Mr. Muris, I wonder if you have a responsibility.

I mean, obviously the Congress did that, but trying to decide who
has a responsibility to get this information forward, I mean, 