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POTENTIAL REDUCED EXPOSURE/REDUCED
RISK TOBACCO PRODUCTS: AN EXAMINA-
TION OF THE POSSIBLE PUBLIC HEALTH
IMPACT AND REGULATORY CHALLENGES

TUESDAY, JUNE 3, 2003

HOUSE OF REPRESENTATIVES,
COMMITTEE ON GOVERNMENT REFORM,
Washington, DC.

The committee met, pursuant to notice, at 2:01, in room 2154,
Rayburn House Office Building, Hon. Tom Davis (chairman of the
committee) presiding.

Present: Representatives Tom Davis of Virginia, Shays, McHugh,
Ose, Lewis, Platts, Putnam, Schrock, Duncan, Sullivan, Carter,
Janklow, Blackburn, Waxman, Towns, Maloney, Cummings,
Kucinich, Tierney, Clay, Watson, Van Hollen, Ruppersberger, Nor-
ton, and Bell.

Staff present: Peter Sirh, staff director; Melissa Wojciak, deputy
staff director; Bill Womack, legislative director, Keith Ausbrook,
chief counsel; Jim Moore, counsel; David Marin, director of commu-
nications; Scott Kopple, deputy director of communications; Teresa
Austin, chief clerk; Joshua E. Gillespie, deputy -clerk; Susie
Schulte, legislative assistant, Corinne Zaccagnini, chief information
officer; Phil Barnett, minority chief counsel; Kristin Amerling, mi-
nority deputy chief counsel, Althea Gregory, minority counsel,
Karen Lightfoot, minority communications director/senior policy ad-
visor; Josh Sharfstein, minority professional staff member; Earley
Green, minority chief clerk; Jean Gosa, minority assistant clerk;
and Cecelia Morton, minority office manager.

Chairman ToMm DAvIS. The committee will come to order. Tobacco
smoke is the cause of a great many illnesses, among them, cancer,
cardiovascular disease and stroke. Indeed, over 400,000 Americans
die every year from tobacco-related illness, the leading preventable
cause of death. Imagine if this same number of people died from
a communicable disease such as SARS or smallpox. The mere
threat of such illnesses has been sufficient to garner far greater
public attention and response.

We are left with the question of how best to respond to this situ-
ation. While smoking rates steadily declined from the 1960’s to the
end of the 1980’s, we have reached something of a plateau since the
early 1990’s. According to the most recent figures, approximately
one quarter of the adult population smokes, 47 million people. Of
this number, 70 percent express a desire to quit. While 34 percent
of this number will make an attempt to do so annually, less than
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3 percent will succeed. These numbers beg the question of whether
current approaches to controlling tobacco-related morbidity and
mortality are sufficient.

In recent years, we have seen pharmaceutical products such as
the patch and nicotine gum emerge as cessation aids. We are also
seeing the emergence of the harm-reduction tobacco market. That
is, products that aim to decrease harm to health from tobacco use
without completely eliminating it. This latter form of product is
largely unregulated, and there are questions whether these prod-
ucts, which give the impression of being a safer alternative to con-
ventional cigarettes, are in the public interest.

In 1999, the Food and Drug Administration requested the Insti-
tute of Medicine [IOM], to conduct a thorough study into tobacco
harm reduction products. In 2001, IOM published the seminal work
on the subject entitled, “Clearing the Smoke, Assessing the Science
Base for Tobacco Harm Reduction.” It is this study and its rec-
ommendations that serves as the basis for today’s hearing.

Clearing the Smoke makes a number of recommendations and
sets out a number of principles for the ideal regulatory scheme to
oversee harm reduction products, referred to as potential reduced
risk products [PREPs], in tobacco in general. However, as I read
the study, the take-away messages are these.

First, it is feasible but not easy to produce tobacco products that
could expose a consumer to lower level of toxins than conventional
cigarettes. Second, it is possible that reduced exposure to these tox-
ins could reduce the risk of tobacco-related disease and death.
Third, great care must be taken to ensure these products don’t re-
sult in increased harm to individuals and to the public’s health in
general.

Said another way, harm reduction presents both promise and un-
certainty. There is still much that we don’t know about tobacco-re-
lated illness, nor do we fully understand why people smoke ciga-
rettes in the first place. Finding the answer to these questions is
a critical component in harm reduction efforts.

Tobacco harm reduction is not without its critics. As I mentioned
earlier, the core concern with these products is that while they may
be able to remove a degree of the risk from the individual user, the
notion of a safe product could prove damaging to the population as
a whole. Smokers who might otherwise quit altogether could in-
stead opt to use the safer products. In addition, those who have al-
ready quit smoking could be enticed to start anew.

Finally, children, a group already convinced of their own invin-
cibility, could be drawn to a life of tobacco dependency by the lure
of safe tobacco.

History bears out these concerns. Earlier attempts at harm re-
duction, most notably the advent of the filtered cigarette later fol-
lowed by low yield cigarettes, were heralded by the public health
community. However, time has shown that these were false hopes.
All the vast majority of cigarettes today are filtered. There has
been no discernible decrease in morbidity or mortality. Similarly,
while low tar cigarettes may have produced lower toxins as meas-
ured by an automated device, human consumers changed their
smoking behavior by inhaling more deeply, for example, to leach
out the same nicotine and tar levels found in other cigarettes.
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In the wake of these products, smoking rates increased and pub-
lic health suffered. To this day, most smokers use light or low-tar
products despite the information available that they offer little if
any improvement over other products. The perception of safety is
hard to break.

These concerns are well taken and must be given due consider-
ation as we move forward. However, given the fact that a signifi-
cant number of people will continue to use tobacco for the foresee-
able future, I am not of the opinion that these concerns merit aban-
doning tobacco harm reduction in favor of an abstinence-only ap-
proach. That said, development of this marketplace must take
place in the proper regulatory environment. A scientific agency, in
my opinion, Food and Drug Administration, should oversee all to-
bacco products, but especially products intended to be sold for harm
reduction purposes.

Currently, our regulatory structure has been turned on its ear.
Based on the IOM study as well as works from a great many ex-
perts, including some of those in our panel today, it seems obvious
that pharmaceutical nicotine therapies present the least amount of
risk of any potential reduced exposure product, but they are sub-
jected to the most stringent regulatory examination. Perhaps as a
result they are quite expensive and there are few options available
to the consumer. Ironically, potential reduced-exposure products
made from tobacco, which are regarded as the most risky form of
these products, are subjected to little if any regulation at present.
I think we should not only look for ways to increase regulation of
tobacco products, but also ways in which the FDA can facilitate a
vibrant medicinal nicotine market.

Finally, I believe it is important to achieve balance in our efforts
at tobacco harm reduction. As the IOM states, manufacturers must
be given the incentive to develop and market products that reduce
exposure to tobacco toxicants and that have a reasonable prospect
of reducing the risk of tobacco-related disease. This incentive comes
in the form of being able to communicate the message that a given
product does just that. These claims must be based on good science,
but if the science is there, undue skepticism of regulators should
not discourage development.

The facts are these: Many experts believe harm reduction could
play an important role in decreasing tobacco-related disease and
death. If this is to work and the American people are to benefit,
two parties with little regard for each other are going to have to
learn to co-exist.

Future regulators and public health officials need the ingenuity
and resources the industry can bring to bear to create palatable,
acceptable, and less risky products that current smokers use. The
industry needs independent government regulators to validate its
science and confirm the value of the products they wish to market
to the public. Anything less will surely return us to the days of
snake oil. We must be prepared to work past old notions regarding
tobacco products. In this vein, we will consider today the role
smokeless tobacco plays in this debate. Some believe there is sci-
entific evidence that smokeless does in fact represent a significant
decrease in risk compared to conventional cigarettes. If this is so,
what do we do with this information?
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In closing, there are a great many questions to be answered re-
garding potential reduced exposure products. We have constructed
two panels today that I believe will help us understand many of
the relevant issues, and I very much look forward to today’s hear-
ing. I welcome all the witnesses to today’s hearing, and I look for-
ward to hearing their testimony.

[The prepared statement of Chairman Tom Davis follows:]
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Opening Statement of Chairman Tom Davis
Government Reform Committee Hearing
Potential Reduced-Risk Products: An examination of the Regulatory Challenges
and Public Health Implications

June 3, 2003

Tobacco smoke is the cause of a great many illnesses, among them cancer, cardiovascular
disease and stroke. Indeed, over 400,000 Americans die every year from tobacco-related
illness — the leading preventable cause of death. Imagine if this same number died from a
communicable disease such as SARS or smallpox. The mere threat of such illnesses has
been sufficient to garner far greater public attention and response.

We are left with the question of how best to respond to this situation. While smoking
rates steadily declined from the 1960’s to the end of the 1980’s, we have reached
something of a plateau since the early 1990’s. According to the most recent figures,
approximately one quarter of the adult population smokes — 47 million people. Of this
number, 70 percent express a desire to quit. While 34 percent of this number will make
an attempt to do so annually, less than 3 percent will succeed. These numbers beg the
question of whether current approaches to controlling tobacco-related morbidity and
mortality are sufficient.

In recent years, we have seen pharmaceutical products such as the patch and nicotine

gum emerge as cessation aids. We are also seeing the emergence of the “harm-
reduction” tobacco market -- that is, products that aim to decrease harm to health from
tobacco use without completely eliminating it. This latter form of product is largely
unregulated, and there are questions whether these products, which give the impression of
being a safer alternative to conventional cigarettes, are in the public interest.

In 1999, the Food and Drug Administration (FDA), requested that the Institute of
Medicine (IOM) conduct a thorough study into tobacco harm reduction products. In
2001, IOM published the seminal work on the subject, entitled Clearing the Smoke:
Assessing the Science Base for Tobacco Harm Reduction. It is this study and its
recommendations that serve as the basis for our hearing today.

Clearing the Smoke makes a number of recommendations and sets out a number of
principles for the ideal regulatory scheme to oversee harm reduction products (referred to
as Potential Reduced Risk Products, or PREPs, in the study) and tobacco in general.
However, as I read the study, the take-away messages are these:

1. It is feasible, but not easy, to produce tobacco products that could expose the
consumer to lower levels of toxins than conventional cigarettes.

2. Itis possible that reduced exposure to these toxins could reduce the risk of
tobacco-related disease and death.
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3. Great care must be taken to ensure these products do not result in increased harm
to individuals and to the public’s health in general.

Said another way, harm reduction presents both promise and uncertainty. There is still
much that we do not know about tobacco-related illness, nor do we fully understand why
people smoke cigarettes in the first place. Finding the answers to these questions is a
critical component in harm-reduction efforts.

Tobacco harm reduction is not without its critics. As Imentioned earlier, a core concern
with these products is that while they may be able to remove a degree of the risk from the
individual user, the notion of a “safer” product could prove damaging to the population as
awhole. Smokers who might otherwise quit tobacco use altogether could instead opt to
use the “safer” products. In addition, those who had already quit smoking could be
enticed to start anew. Finally, children, a group already convinced of their own
invineibility, could be drawn to a life of tobacco-dependency by the lure of “safe”
tobacco.

History bears out these concerns. Earlier attempts at harm reduction, most notably the
advent of the filtered cigarette, later followed by low-yield cigarettes, were heralded by
the public health community. However, time has shown these were false hopes. While
the vast majority of cigarettes today are filtered, there has been no discernable decrease in
morbidity or mortality. Similarly, while low-tar cigarettes may have produced lower
toxins as measured by an automated device, human consumers changed their smoking
behavior (by inhaling more deeply, for example) to leach out the same nicotine and tar
levels found in other cigarettes. In the wake of these products, smoking rates increased
and the public health suffered. To this day, most smokers use light or low-tar products,
despite the information available that they offer little, if any, improvement over other
products. The perception of safety is hard to break.

These concemns are well taken and must be given due consideration as we move forwara.
However, given the fact that a significant number of people will continue to use tobacco
for the foreseeable future, I am not of the opinion that these concerns merit abandoning
tobacco harm reduction in favor of an abstinence-only approach. That said, development
of this marketplace must take place in the proper regulatory environment. A scientific
agency, in my opinion the Food and Drug Administration, should oversee all tobacco
products, but especially products intended to be sold for harm-reduction purposes.

Currently, our regulatory structure has been turned on its ear. Based on the IOM study,

as well as works from a great many experts, including some of those on our panel today,
it seems obvious that pharmaceutical nicotine therapies present the least amount of risk of
any potential reduced-exposure product. Yet they are subjected to the most stringent
regulatory examination. Perhaps as a result, they are quite expensive, and there are few
options available to the consumer. Ironically, potential reduced-exposure products made
from tobacco, which are regarded as the most-risky form of these products, are subjected
to little, if any regulation at present. I believe we should not only look for ways to
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increase regulation of tobacco products, but also at ways in which FDA can facilitate a
vibrant medicinal nicotine market.

Finally, I believe it is important to achieve balance in our efforts at tobacco harm
reduction. As the IOM states, manufacturers must be given the incentive to develop and
market products that reduce exposure to tobacco toxicants and that have a reasonable
prospect of reducing the risk of tobacco related disease. This incentive comes in the form
of being able to communicate the message that a given product does just that. These
claims must be based on good science, but if the science is there, undue skepticism of
regulators should not discourage development.

The facts are these: Many experts believe harm-reduction could play an important role in
decreasing tobacco-related disease and death. If this is to work, and if the American
people are to benefit, two parties with little regard for each other are going to have to
learn to coexist.

Future regulators and public health officials need the ingenuity and resources the industry
can bring to bear to create palatable, acceptable, and less-risky products that current
smokers will use. The industry needs independent government regulators to validate its
science and confirm the value of the products they wish to market to the public.
Anything less will surely return us to the days of snake oil.

‘We must be prepared to work past old notions regarding tobacco products. In this vein,
we will consider today the role smokeless tobacco plays in this debate. Some believe
there is scientific evidence that smokeless does, in fact, represent a significant decrease in
risk compared to conventional cigarettes. If this is so, what do we do with this
information?

In closing, there are a great many questions to be answered regarding potential reduced-
expogure nroducts. We have conatricted two nanels that T helieve will heln ng

understand many of the relevant issues, and I very much look forward to today’s hearing.
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Chairman Tom DAvis. I now recognize any other Members who
wish to make any opening statements. Any Members wish to make
statements? Mr. Ruppersberger.

Mr. RUPPERSBERGER. Thank you, Mr. Chairman.

Today we are here to discuss the health implications and public
policy issues that surround the use and marketing of reduced risk
tobacco products. Reduce risk tobacco products are cigarettes with
lower carcinogens and less nicotine, products that burn only when
inhaled, producing less secondhand smoke, and, finally, smokeless
tobacco. Hopefully, in this hearing we will get some insight as to
whether these products are safer than traditional cigarettes, and if
the marketing of these products is truthful and accurate. Ulti-
mately, what we are seeking are ways to help people to quit smok-
ing. The questions before the committee today are, No. 1, are re-
duced-risk tobacco products a step in assisting smokers to quit, or
are they just a modified form of addiction with no real benefits?
No. 2, if we have evidence that a reduced-risk product can help a
smoker to quit even in stages, shouldn’t we look at providing that
information? Congress needs to ensure that marketing of these re-
duced risk products is accurate. Thank you, Mr. Chairman.

Chairman ToMm DAvis. Thank you. Any other Members wish to
make statements? The gentleman from South Dakota. Let me note,
Members have will have five legislative days to insert opening
statements into the record.

Mr. JANKLOW. Thank you, Mr. Chairman. I am going to be ex-
tremely brief in my comments.

I am an individual who never smoked a cigarette in his life until
I went in the U.S. Marine Corps and was given free cigarettes in
my C rations and my K rations, and that is how I started smoking.
I currently have 105 pack years behind me during the period of
time when I did smoke. And only because of serious medical prob-
lems that I had at one time was I able to quit. The hardest thing
I have ever done in my life was to quit smoking. The addiction was
the most difficult thing that I ever dealt with. When I was another
public life, I smoked every single place where it was illegal. I
smoked in meeting halls, in my office, and other people’s meeting
halls, in the hallways, every place I could to get a cigarette.

400,000 people a year die as a result of smoking in this country.
How much smaller would the group have to be before we would put
an all-out crime activity program together to deal with individuals
who brought about the death of hundreds of thousands of Ameri-
cans a year? There is no such thing as reduced-risk smoking. You
either smoke or you don’t smoke. You are either at risk or you are
not at risk. And so, Mr. Chairman, this is a terribly timely group
that you have convened as a panel, and it is the most appropriate
subject matter. Thank you for doing it.

Chairman ToMm DAvis. Thank you very much.

I recognize our ranking member, Mr. Waxman, for 5 minutes.

Mr. WAXMAN. Thank you very much, Mr. Chairman. I want to
acknowledge the statement just made by our colleague, Mr.
Janklow. I thought that was a very wise statement. I, too, have
been down that road. I was a smoker and gave it up, and I have
spent a great deal of my congressional career trying to bring to
people’s attention the dangers of cigarette smoking. It is really
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shocking, and people get numb to it, but it is really shocking the
number of deaths and amount of disease related to cigarette smok-
ing still in this country, even though many people have given up
cigarette smoking. Now we are holding a hearing, and I appreciate
the chairman calling this hearing, to look at whether a reduced-
risk tobacco product might be a useful way for us to look to helping
people in the future. These kinds of products are already starting
to appear on the market. They have the potential to effect for good
or ill the health of millions of smokers. So it is important we look
at this carefully.

I am not opposed to any product that will reduce the risk of
heart disease, cancer, and other diseases caused by smoking. If new
technology can help, if it is not just another clever marketing gim-
mick by the tobacco industry, I will bring an open mind to this de-
bate. But I have been down this road before, and I know what the
risks are. The claims that we are hearing today about this new
generation of safer cigarettes are strikingly similar to claims I
heard from the companies 30 years ago when they started to mar-
ket light and low tar cigarettes. And we know how the experiment
turned out.

While promising smokers that their new brands were better for
their health, the tobacco industry knew all along that light and
lower tar brands were just as dangerous as regular cigarettes if not
more so. In fact, companies designed the cigarettes to fool the ma-
chines that measure the nicotine and tar, because it would still
then deliver a full dose of toxins to smokers. The result was a
deadly fraud. The National Cancer Institute recently concluded
that there is no convincing evidence that light and low tar ciga-
rettes provide any health benefits.

It is no exaggeration to say that millions of people will die be-
cause they believed that these products were safer than conven-
tional cigarettes. And this deception continues today. Light and low
tar cigarettes dominate the market, and tobacco companies are ag-
gressively defending their ability to use these misleading terms on
their labels.

Now, the topic of today’s hearing is a new generation of so-called
reduced risk tobacco products. These products raise the question
whether history is repeating itself. Earlier today, Representative
Jan Schakowsky and I released a staff report that examines the
striking parallels between the low tar experience and the new re-
duced-risk tobacco products on the market. And I would like to ask
unanimous consent that that report be made part of the record.

Chairman ToMm DAvis. Without objection, so ordered.

[The information referred to follows:]
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EXECUTIVE SUMMARY

After the U.S. Sargeon General concluded in 1964 that cigarette smoking causes
lung cancer, tobacco companies recognized that health issues concerned millions of
Americans smokers. The companies responded by introducing “light,” “filtered,” “low
tar,” and “ultra low tar” brands and marketing them as less dangerous than regular
cigarettes. Millions switched brands but experienced no health benefits as a result. The
“light” and “low tar” experiment was a public health disaster.

Today, the U.S. tobacco industry is marketing a new generation of “reduced risk™
tobacco products. These include “low nitrosamine” cigarettes, “heated™ nicotine delivery
devices, and smokeless tobacco. Companies are claiming they are “safer,” have “less
toxins,” and deliver “reduced carcinogens.” An essential question regarding these
products is whether history is repeating itself.

(At the request of Reps. Henry A. Waxman and Janice D. Schakowsky, this report
compares the history of “light” and “low tar” cigarettes to available evidence-about the |
new “reduced risk” tobacco products, including previously undisclosed internal company
documents. The report finds striking parallels between current “reduced risk” products
and past experience with “light” and “low tar” cigarettes.

. Marketing to Counter Health Fears

Starting in the late 1960s, tobacco companies sold “light” and “low tar” brands as
important scientific advances that addressed the growing anxiety smokers felt about their
health. The companies’ claims could be explicit, as when Brown & Williamson
marketed Fact, “the low gas, low ‘tar’” cigarette that should appeal to “critics of
smoking.” More frequently, cigarette manufacturers exploited the widespread belief that
since nicotine and tar were harmful, cigarettes offering less of these toxins had to be
safer. As a result, when Philip Morris relied on machine-based testing of nicotine and tar
to declare “Merit Science Works” or Brown & Williamson stated “Latest U.S. Gov’t
Laboratory test confirms . . . Carlton is lowest;” smokers heard a clear message about
health. The tobacco industry also sought to enlist health officials in their campaign to
promote these products, with one company hoping “to generate statements by public
health opinion leaders which will indicate tolerance for smoking and improve the
consumer’s perception of ultra low “tar’ cigarettes.”

The tobacco industry is making strikingly similar claims for its “reduced risk™
products today. For example, Brown & Williamson markets its Advance Lights brand as
a “revolutionary breakthrough in cigarette technology” that provides “All of the taste . . .
less of the toxins.” Vector Tobacco has promoted Omni as offering: “Reduced
carcinogens. Premium taste.”” In marketing Eclipse, R.J. Reynolds proclaims that “the
toxicity of {Eclipse’s] smoke is dramatically reduced compared to other cigarettes.”
According to internal company documents, Brown & Williamson’s parent company has
developed a public relations campaign for “lower risk products” based on partnerships
with the public health community.
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. Deceiving Consumers

Even as their advertisements promoted “light” and “low tar” cigarettes as better
for health, tobacco companies knew that smokers generally received the same amount of
nicotine and other toxins from these products as from their regular cigarettes. In fact, the
companies designed cigarettes to score low on machine-based testing but still allow users
to inhale their usual amounts of nicotine and tar. To accomplish this, manufacturers took
such steps as adding ventilation holes that drew in diluting air on machine testing but
were blocked by smokers during actual use. An Illinois judge recently called one
company’s actions in creating these brands “immoral, unethical, oppressive and
unscrupulous.”

While new “reduced risk” products are still in their infancy, there are warning
signs that tobacco companies may again be deceiving consumers. In 2000, in an internal
company email, a senior scientist at Brown & Williamson’s corporate parent flatly
“dismissed the advertised advantages of the company’s special “low nitrosamine” tobacco.
He wrote to other company officials that the technology to make cigarettes “appreciably
Tess lethal . . . does not exist.” He added: “We should tone down future expectations.
Firstly, it is not ethical and secondly we shall be asked to explain our failures at some
point in the future.”

On its website today, R.J. Reynolds claims to have evaluated its “reduced risk”
product Eclipse using a rigorous four-step verification process. However, the
Department of Justice recently determined that “all R.J. Reynolds did was lock at all of
the work it already had done to ¢valuate Eclipse to date, categorize it, and retroactively
dub it a *‘four step methodology.” The head of the supposedly “independent” scientific
effort reviewing Eclipse has received more than $1.5 million from R.J. Reynolds.

. Marketing to Deter (or Reverse) Quitting

Tobacco companies marketed “light” and “low tar” brands to the health-conscious
smoker as viable alternatives to quitting. For example, Lorillard’s brand True was
advertised with the slogan, “Considering all I’d heard, I-decided to either quit or smoke
True. 1smoke True.”

There are signals that similarly irresponsible marketing is occurring today. In
1998, Philip Morris introduced Accord as a tobacco product with less secondhand smoke.
In January 2003, the Department of Justice determined that “to the extent that Philip
Morris has sought to market Accord . . . there is evidence showing that it had its
advertising agency assist in marketing Accord to those who want to quit or who have quit
and are rejoining the cigarefte market.”

In 2000, the President of the U.S. Smokeless Tobacco Company wrote that a key
company objective was “Promoting Dual Consumption” of smokeless tobacco among
smokers frustrated by indoor air laws. Starting in 2001, the company began to market a
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new product, Revel, with the slogan “a fresh new way to enjoy tobacco when you can’t
smoke.” This marketing strategy, if successful, could sustain nicotine addiction and
make it harder for smokers to quit.

. Exploiting the Absence of Effective Regulation

Health officials did not recognize the dangers posed by “light” and “low tar”
cigarettes before it was too late. Without full access to information, some government
officials even believed that substantial disease reductions were likely among “light” and
“low tar” smokers. For decades, cigarette manufacturers advertised the numbers from the
Federal Trade Commission’s flawed machine-based testing method while simultaneously
fighting effective tobacco regulation.

Today, tobacco companies are making a blizzard of health claims about new
“reduced risk” products without any significant government oversight. No agency has
the authority to assess the claims made by the companies before they are made, routinely
review company research and documents, or set standards for what might justifiably pose
areduced risk to consumers. As a result, the unregulated promotion of “reduced risk”
products threatens o undermine smoking cessation (which is proven to save lives}), cause
former smokers to resume their addiction, and even attract young people to tobacco
products.

1
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L INTRODUCTION

For more than 75 years, U.S. tobacco companies have marketed tobacco products
to health-concerned smokers using direct or implied health claims that are unsupported
by evidence. In the 1920s, for example, American Tobacco claimed that “20,679
Physicians Say Luckies Are Less Irritating.”™" In the 1930s, R.J. Reynolds told the public
that Camels “don’t get your wind,” and Philip Morris declared that “[o]n changing to
Philip Morris, every case of irritation due to smoking cleared completely or definitely
irnprovx:-:d,”2 In the 1940s, Brown & Williamson advertised: *“Head stopped up? Got the
sneezes? Switch to KOOLS . . . the flavor pleasest™

In the 1950s, as reports on the health effects of smoking increased, tobacco
companies competed for market share by promoting the health benefits of “filtered”
cigarettes.” Not only were the purported advantages of cigarette filters never proven, at
least one was made of asbestos.” As one Philip Morris report later noted, “{t]he iltusion
of filtration is as important as the fact of filtration.”®

In 1964, the U.S. Surgeon General’s conclusion that smoking causes lung cancer
created anxiety among smokers — and among tobacco companies.” To maintain their
industry, cigarette manufacturers embraced a decades-long campaign to create doubt
about the scientific evidence linking smoking to disease.’ At the same time, they began
to market new “filtered,” “light,” “low-tar,” and “ultra low tar” cigarettes as viable

" health-conscious alternatives to quitting. As Brown & Williamson’s advertising agency
noted in 1967:

"Richard Kluger, Ashes to Ashes, 75, 77 (1997).
214 at 87, 102.

*stitute of Medicine, Clearing the Smoke: Assessing the Science Base for
Tobacco Harm Reduction, 63 (2001).

4See National Cancer Institute, Risks Associated with Smoking Cigarettes with
Low Machine-Measured Yields of Tar and Nicotine, 200 (Oct. 2001).

SRichard Kluger, supra note 1, at 151.

MLE. Johnston, Market Potential of a Health Cigarette, Special Report No. 248,
Philip Morris (June 1966), as cited in National Cancer Institute, supra note 4, at 206.

7See National Cancer Institute, supra note 4, at 199.

8See, e.g., Neil Francey and Simon Chapman, “Operation Berkshire”: The
International Tobacco Companies’ Conspiracy, British Medical Journal, 371-74 (Aug. 5,
2000).
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Psychologically, most smokers feel trapped. They are concerned about health and
addiction. Smokers care about what commercials say about them. Advertising
may help to reduce anxiety and guilt.”

Millions of smokers switched brands. According to the most recent data, more
than 85% of cigarettes sold are considered “low tar,”'" and many of those who smoke
“light” or “mild” brands believe they are reducing their risk from smoking."!

Yet these beliefs are misplaced. Nearly 40 years after the Surgeon General’s
report, “light” and “low tar” brands failed to reduce tobacco-related disease.”” In an
exhaustive review of available research, the National Cancer Institute recently found that
“[t]here is no convincing evidence that changes in cigarette design between 1950 and the
mid[-]1980s have resulted in an important decrease in the disease burden caused by
cigarette use either for smokers as a group or for the whole population.”"® The National
Cancer Institute concluded:

The absence of meaningful differences in smoke exposure when different brands
of cigarettes are smoked . . . and the resultant absence of meaningful differences
in risk . . . make the marketing of these cigarettes as lower-delivery and lower-risk
products deceptive for the smoker . . . . The reality that many smokers chose

these products as an alternative to cessation — a change that would produce real

reductions in disease risks — makes this deception an urgent public health issue.*

II. THE PURPOSE OF THIS REPORT

Today, tobacco companies are marketing a new generation of “reduced risk”
products. Like “light” and “low tar” cigarettes, these new products are being sold as a
potentially safer substitute for conventional tobacco products. The new “reduced risk”
products include:

*Oxtoby-Smith, Inc., 4 Psychological Map of the Cigarette World (Aug. 1967),
prepared for the Ted Bates advertising agency and Brown & Williamson, as cited in
National Cancer Institute, supra note 4, at 204.

9See Federal Trade Commission, Cigarette Report for 2000, 6 (2002).
""'National Cancer Institute, supra note 4, at 193-97.

2See, e.g., National Cancer Institute, supra note 4, passim.

National Cancer Institute, supra note 4, at 146.

Yrd. at 1.
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e Cigarettes with modified tobacco. Brown & Williamson sells Advance Lights,
a brand advertised with two safety features: a special filter and tobacco that is
low in nitrosamines, a type of carcinogen. Vector Tobacco has marketed Omni
cigarettes as lower in carcinogens and is selling Quest cigarettes as low in
nicotine.

+ Substantially modified cigarettes. Philip Morris has test-marketed Accord, a
product that only burns tobacco on inhalation, and R.J. Reynolds sells Eclipse, a
product that primarily heats rather than burns nicotine.

» Smokeless tobaceo products. The U.S. Smokeless Tobacco Company (UST)
has proposed marketing its conventional smokeless tobacco products as posing
“significantly less risk” than cigarettes. Star Scientific is selling Ariva, a
compressed tobacco product claimed to be low in nitrosamines.

An essential question about these new products is whether history is repeating
itself. The tobacco industry asserts that the “reduced risk” products represent a new
health “breakthrough.” But this is.essentially how the industry has promoted “light” and
“low tar” cigarettes for decades.

At the request of Reps. Henry A. Waxman and Janice D. Schakowsky, this report
compares the history of “light” and “low tar” cigarettes to available evidence about the
new “reduced risk” tobacco products, including previously undisclosed internal company
documents. The report finds four striking parallels between current “reduced risk”
products and past experience with “light” and “low tar” cigarettes: marketing to counter
health fears, deceiving of consumers, marketing to deter quitting, and exploiting the
absence of effective regulation.

III.  PARALLELS BETWEEN “LIGHT” AND “LOW TAR” CIGARETTES
AND “REDUCED RISK” TOBACCO PRODUCTS

A. Marketing to Counter Health Fears

1. “Light” and “Low Tar” Cigarettes

Starting in the late 1960s, tobacco companies sold “light” and “low tar” brands as
important scientific advances that addressed the growing anxiety smokers felt about their
health. As a Brown & Williamson marketing study in 1977 noted, “Almost all smokers
agree that the primary reason for the increasing acceptance of low ‘tar” brands is based on
the health reassurance they seem to offer,”*> Cigarette manufacturers created this
reassurance through advertising.

YSHawkins, McCain, and Blumenthal, Inc., Low “Tar” Satisfaction (July 25,
1977), Bates Numbers 775036039-6067 at 775036047 (available online at
http:/legacy.libary.ucsf.edu).



18

At times, health claims were explicit. In 1972, R.J. Reynolds marketed Vantage
cigarettes as offering flavor:

without the high ‘tar” and nicotine. And since it is the high “tar” and nicotine that
many critics of cigareties seem most opposed o, even they should have some kind
words for Vantage.'®

In 1976, Brown & Williamson launched Fact, “the low gas, low ‘tar’” cigarette.
Advertisements for Fact claimed that “some critics of smoking say it’s just as important
* to cut down on some of the gases as it is to lower ‘tar’ and nicotine. No ordinary
cigarette does both. But Fact does.””

More often, companies exploited the consumer’s assumption that since nicotine
and tar were health risks, any products offering less of these toxins had to be safer. A
1976 study prepared for Philip Morris found that 74% of smokers cited specific brands as
“better for health” on the basis of “less/lower in tar and nicotine” or “less/lower in tar.”'®
As the National Cancer Institute concluded in an extensive review of advertisements from
the period, “The reductions in tar were marketed as a surrogate for reductions in risk.”"
‘When Philip Morris declared on the basis of machine-based tar and nicotine readings
" “Merit Science Works™*® or Brown & Williamson stated “Latest U.S. Gov’t Laboratory
test confirms” that “Carlton is lowest,”! smokers heard a clear message about health.

As part of their campaign to promote “light” and “low tar” products, cigarette
manufacturers courted health officials. For example, in 1982, Brown & Williamson
proposed:

activities designed to generate statements by public health opinion leaders which
will indicate tolerance for smoking and improve the consumer’s perception of
ultra low ‘tar’ cigarettes (5 mg. or less) . . . Through political and scientific
friends, B&W will atternpt to elicit . . . statements sympathetic to the concept that

'*R.J. Reynolds, Advertisement: Anyone Who's Old Enough to Smoke Is Old
Enough to Make up His Own Mind (June 25, 1972), Bates Number 502612446 (available
online at http://legacy libary.ucsf.edu).

YNational Cancer Institute, supra note 4, 1976 advertisement reproduced at 215.

¥ The Roper Organization, Inc., A Study of Smokers’ Hubits and Attitudes with
Special Emphasis on Low Tar Cigarettes (May 1976), Bates Numbers 2040543437-3734
at 2040543476 (available online at http://www.pmdocs.com).

National Cancer Institute, supra note 4, at 70.
14, 1979 advertisement reproduced at 214.

2174, 1985 advertisement reproduced at 224.
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generally less health risk is associated with ultra low [tar] delivery cigarette
consumption.”

These efforts were at least partially successful. In the 1970s and into the 1980s,
some health officials, eager to address a growing epidemic of lung cancer, did express
optimism about health benefits from “light” and “low tar” products.”

2. “Reduced Risk” Products

Today, the marketing of many “reduced risk” tobacco products is again premised
on health reassurance through scientific progress. Brown & Williamson officials, for
example, have declared Advance Lights to represent a “revolutionary breakthrough in
cigarette technology.”* The company’s advertisements for the product proclaim: “All
of the taste . . . Less of the toxins.”

Other companies are making similar claims. R.J. Reynolds has claimed “there’s
no cigarette like Eclipse” as “the toxicity of [Eclipse’s] smoke is dramatically reduced
compared to other cigarettes.””® Vector Tobacco has marketed Omni as: “Reduced
carcinogens. Premium taste.”’

U.S. Smokeless Tobacco Company (UST), the nation’s leading manufacturer of
smokeless tobacco, has stated that based on extensive research, its product “involves
significantly less risk of adverse health effects than cigarette smoking.”28 It even applied

Brown & Williamson, What Are the Obstacles/Enemies of a Swing to Low
“Tar” and What Action Should We Take? Minnesota Trial Exhibit 26, 185 (1982), as
cited in National Cancer Institute, supra note 4, at 218-19.

BSee, e. g., description of Dr. Gio Gori, National Cancer Institute, in Richard
Kluger, supra note 1, at 428-34.

*Brown & Williamson, Brown & Williamson Tobacco Tests New Advance Lights
Cigarette, New Technologies Reduce the Levels of Many Toxins while Delivering Smooth
Taste (Nov. 5,2001) (online at www.brownandwilliamson.com).

BSoftly Lit or Blunt, “Less Toxic” Cigarette Ads Hint at Health, Advertising Age
(Nov. 12, 2001).

%6 Eclipse Cigarettes, The Eclipse Concept — The Eclipse Difference (online at
www.eclipse.rjit.com/ECL/eclipse_difference.jsp).

Y Softly Lit or Blunt, “Less Toxic” Cigarette Ads Hint at Health, supra note 25.

21 etter from Daniel C. Schwartz to the Honorable Donald S. Clark, Secretary,
Federal Trade Commission (Feb. 5, 2002).
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to the Federal Trade Commission for permission to make that statement in its
advertising.”

Moreover, the companies again appear to be seeking the endorsement of the
public health community for “reduced risk” products. -For example, according to internal
company documents, Brown & Williamson’s parent company British-American Tobacco
(BAT) has developed a public relations campaign aimed at developing support among
public health leaders.  This strategy involves “engagement and partnerships with key
scientific and public health authorities [to] demonstrate that we are working effectively to
develop lower risk products.” BAT apparently allocated 545,000 British pounds to work
on this effort.*’

B. Deceiving Consumers
1. “Light” and “Low Tar” Cigarettes

By the late 1960s, major tobacco companies believed that the machine-based
method of testing cigarettes for nicotine and tar did not measure actual intake by
smokers>! Nonetheless, tobacco companies specifically designed cigarettes that scored
low on machine-based testing without delivering substantially reduced amounts of tar and
nicotine to smokers. Product features that permitted this deception included ventilation
hole}s2 that diluted air on the machines but were blocked by smokers” fingers in actual
use.

Companies were also aware that smokers would “compensate” while smoking
“light” and “low tar” brands by breathing more deeply, taking more puffs, or blocking the
ventilation holes in cigarette filters.>* In 1974, Brown & Williamson researchers had
evidence indicating that “whatever the characteristics of cigarettes as determined by
smoking machines, the smoker adjusts his pattern to deliver his own nicotine

2r.
*°British-American Tobacco, Cora Plan (2001).

10n May 24, 1968, research directors of major tobacco companies concluded,
“We expect to be able to show that FTC Tar and Nicotine are of limited or questionable
value as a measure of potential exposure to the smoker.” Minutes of the Meeting of
Research Directors at the Liggett & Myers Operations Center in Durham, North
Carolina on Friday, May 24, 1968, Bates Numbers 0001609623-9624 (available online a:
http://www.pmdocs.com).

2. Kozlowski and R. O’Connor, Cigarette Filter Ventilation Is a Defective
Design Because of Misleading Taste, Bigger Puffs, and Blocked Vents, Tobacco Control,
14050, (Mar. 2002).

¥ National Cancer Institute, supra note 4, at 13-38.
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requirements.”* In 1975, Philip Morris even tested Malboro smokers and found that
they ““did not achieve any reduction in smoke intake by smoking a cigarette (Malboro
Lights) normally considered lower in delivery.”®

Despite this knowledge, all of the major tobacco companies persisted in
marketing “light” and “low tar” cigarettes on the basis of machine-based testing. In one
telling incident, Philip Morris employees in Holland published an advertisement poiriting
out that the tar measurements of a BAT brand dramatically misrepresented how much tar
smokers actually received. The Chairman of BAT immediately sent a telex to the head of
Philip Morris, stating: “I find it incomprehensible that Philip Morris would weigh so
heavily the short-term commercial advantage from deprecating a competitor’s brand
while weighing so lightly the long-term adverse impact from an ongoing anti-smoking
programme.”® The next month, a top Philip Morris executive spoke with his counterpart
at BAT, with notes of the conversation stating: “Essential Industry hang together.
Holland activity was not PM company policy. They must try to prevent this happening in
the future.””’

The fact that “light” and “low-tar” cigarettes do not offer health benefits is now
well understood. A comprehensive review by the National Cancer Institute found that
while “[c]igarettes have changed dramatically over the last 50 years . . . the disease risks
associated with smoking have not.” In March 2003, an Illinois judge found that Philip
Morris’s actions with respect to “light” and “low tar” brands were “immoral, unethical,
oppressive and unscrupulous.™

*Notes on the Group Research & Development Conference at Duck Key, Florida
(Jan. 28, 1974), Bates Numbers 680048892-8897 at 680048893 (available online at
http://legacy.library.ucsf.edu).

**Memorandum from B. Goodman to L.F. Meyer, Mariboro-Marlboro Lights
Study Delivery Data (Sept. 17, 1975), as cited in National Cancer Institwte, supra note 4,
at 71.

*E. Bruell, Letter to All No Is of Operating Companies (Sept. 20, 1983), as cited
in Jeffrey E. Harris, Supplemental Expert Report, Iron Workers Local Union No. 17
Insurance Fund and Its Trustees, et al. v. Philip Morris Incorporated, et al. (Nov. 6,
1998) (available at: hitp://www.pmdocs.com).

3 Telephone Conversation between H. Culman [sic] and E.A.A.B, (Oct. 28, 1983),
as cited in Jeffrey E. Harris, Supplemental Expert Report, Iron Workers Local Union No.
17 Insurance Fund and Its Trustees, et al. v. Philip Morris Incorporated, et al. (Nov. 6,
1998) (available online at http://www.pmdocs.com).

3 National Cancer Institute, supra note 4, at 1.

¥ Judgment, Price v. Philip Morris, Cause No. 00-L-112 (Cir. Ct., Madison
County, Iil. Mar. 21, 2003) (applying Illinois statute with element requiring that practice
be immoral, unethical, oppressive, or unscrupulous).
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2. “Reduced Risk” Products

Although the “reduced risk” products are in their infancy, there are warning signs
that consumers are being deceived about their benefits. In November 2001, Brown &
Williamson launched “Advance Lights,” a new cigarette with a “Trionic” filter and
tobacco cured by a process developed by Star Scientific. In the press release heralding
the product’s introduction, Brown & Williamson stated that the brand “has significantly
less of many toxins than the leading Lights brand styles.”™*® According to Star Scientific,
the key advantage of “StarCured” tobacco is fewer nitrosamines:

Scientific research has established that TSN As are among the most powerful
carcinogens in tobacco leaf and smoke. The curing process that Star has scaled
up over the last several years results in significantly reduced TSNA levels.*!

Despite Brown & Williamson’s and Star’s assertions that Advance Lights offer a
significant advantage over conventional products, internal employee documents reveal
that a senior scientist at the Brown & Williamson parent company BAT has raised serious
doubts. In April 2000, the BBC radio show “Costing the Farth” looked at the issue of
Star’s reduced-risk tobacco.*? After the show, BAT Senior Research Scientist Derek
Irwin e-mailed managers in Research and Development:

I disagree with just about every point made by every speaker, including our own.
Our main problem appears to be the notion that “the technology exists to make
cigarettes which are appreciably less lethal and that many tobacco companies

appear to be looking for any excuse not to use it.”

The technology does not exist . . . It will not exist. . . Internal overstatement is
one thing, externally it is even less in the Company’s interests.

We should tone down future expectations, Firstly, it is not ethical and secondly
we shall be asked to explain our failures at some point in the future,*’

None of these concerns are made available to consumers by the companies.

“Brown & Williamson, supra note 24.
“!Star Scientific, What is StarCured?™ (Sept. 2002).

“Tobacco Death Toll “Needlessly High,” BBC News (Apr. 27, 2000) (online at
http://news.bbc.co.uk/1/hifsci/tech/727103.stm.)

“*E-mail from Derek Irwin to Graham Read (May 2, 2000) (emphasis added).
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Similar questions of consumer deception have been raised by the marketing of the
“reduced risk” product Eclipse by R.J. Reynolds. Although R.J. Reynolds claims that
Eclipse, which acts by heating tobacco, has lower toxicity compared to combusted
cigarettes, these claims have been specifically refuted by a study commissioned by the
Massachusetis Department of Public Health and performed by Labstat, a cigarette testing
company. R.J. Reynolds’s website had claimed a reduction of 80% in carcinogens in the
smoke, but the Massachusetts study found that in all measurable categories of
carcinogens tested, Eclipse frequently had similar or even higher levels than two other
brands of cigarettes.*

In communications with the public, R.J. Reynolds claims to have based its
assertions about the reduced risk of Eclipse on a “four-step scientific methodology”
including “[c]hemical testing and analysis,” “[bJiological and toxicological testing,”
“[hjuman testing,” and “[i]ndependent scientific verification.™ However, the
Department of Justice has determined that this characterization greatly overstates the
level of analysis that R.J. Reynolds undertook:

R.J. Reynolds has repiessnted to the public that the {our siep methodology was a
well thought out, peer-reviewed-in-advance protocol established to overcome an
“obstacle” and to fill a void created by government, scientific, medical and public
health communities’ failure to establish a standard for assessing potential risk
reduction. On the contrary, the evidence reveals that all R.J. Reynolds did was
look at all of the work it aiready had done to evaluate Eclipse to date, categorize
it, and retroactively dub it a “four step methodology.”**

The Department has also determined that no trained epidemiologist worked on
any part of the “four step” analysis, despite R.J. Reynolds’s conclusion that
“[e]pidemiology is the only way ...of estimating relative risk.”"’

The fourth prong of R.J. Reynolds’s four-step methodology is “independent
scientific evaluation and verification.” But in this area, too, the Department of Justice
has raised serious questions. As late as October 2000, the expert scientific panel for
Eclipse was chaired by Dr. Bemard Wagner of New York University. According to the
Department of Justice, Dr. Wagner has been affiliated with R.J. Reynolds since the

41 etter from Howard Koh, Commissioner, Massachusetts Department of Public
Health, to the Honorable Robert Pitofsky, Chairman, Federal Trade Commission (Oct. 3,
2000).

“R.J. Reynolds Tobacco Company, Eclipse and Premier (online at
http:/iwww.rjrt.com/TI TIpremier_eclipse.asp.)

*80.8. Department of Justice, United States’ Preliminary Proposed Findings of
Fact, US. v. Philip Morris, No. 99-CV-2496, 947 (D.D.C. filed Jan. 29, 2003).

*1d. at 951 (ellipsis in Department of Justice filing).
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1980s. He served on R.J. Reynolds’s Scientific Advisory Board beginning in 1985,
developed R.J. Reynolds’s scientific research on Premier (Eclipse’s predecessor), and
acted as a paid consultant to R.J. Reynolds from 1991 to 1997.*® From 1992 to 1994
alone Wagner received over $1.5 million in fees and reimbursements from R.J. Reynolds;
a minimum of $810,000 in fees Wwas for consulting on the development of Eclipse.”
When he left the consultant position in 1997, Wagner commented that “Eclipse
represents the future and needs to be defended in the market place.”*

C.  Marketing To Deter (or Reverse) Quitting

1. “Light” and “Low Tar” Cigarettes

To sell “light” and “low tar” cigarettes, tobacco companies targeted health
conscious smokers who might otherwise have quit. As the National Cancer Institute
found, “these brands were fargeted at those smokers who were thinking of quitting in an
effort to intercept the smokers and keep them smoking cigarettes.” “To smoke or not to
smoke,” declared a Vantage ad for R.J. Reynolds in 1974:

That is the question.
With all the slings and arrows that have been aimed at smoking, you may

well be wondering why you smoke at all,
*k & 3k

The cigarettes of the past provided a lot of smoking pleasure but they also
delivered a lot of the “tar’ and nicotine the critics have aimed at.
- % ok Xk
But now Vantage has entered the scene.
Vantage is the cigarette that succeeds in cutting down ‘“tar” and nicotine
without compromising flavor.
* ¥ %
1f you smoke; try a pack of Vantage. And if you don’t, why not show this
ad to someone who does.
It might settle the question.™

Similarly, Lorillard’s brand True was advertised with the slogan, “Considering all
I’d heard, 1 decided to either quit or smoke True. Ismoke True.””

“1d. at 949.

#1d. at 950.

1d. at 949.

"National Cancer Institute, supra note 4, at 5.
*1d., 1974 advertisement reproduced at 229.

# 3Id., 1976 advertisement reproduced at 222.

10
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Many internal industry documents show the explicit understanding of tobacco
companies that “light” and “low tar” products deterred quitting. BAT noted that “iJt is
useful to consider lights more as a third altemative to quitting and cutting down — a
branded hybrid of smokers’ unsuccessful attempts to modify their habit on their own.
A study prepared for Philip Morris found, “In point of fact, smoking an ultra low tar
cigarette seems 1o relieve some of the guilt of smoking and provide an excuse not to
quit.”” )

2954

2. “Reduced Risk” Products

There are indications that tobacco companies are again marketing new “reduced
risk” products to deter quitting. "Philip Morris has ostensibly sold Accord since 1998 for
commiitted smokers. *® But in fact, the company may also be targeting both smokers who
want to quit and former smokers. According to the Department of Justice:

[Tlo the extent that Philip Morris has sought to market Accord, despite the
coimpaiy’s stalcnients thatl it will 0ot get in thic way of anyone who wanis (0 quii
smoking, there is evidence showing that it had its advertising agency assist in
marketing Accord to those who want to quit or who have quit and are rejoining

the cigarette market.”’

Philip Morris may also be hinting to investors that it intends to use “reduced risk”
products to increase its market share. In April 2002, financial firm Salomon Smith
Barney initiated coverage of Philip Morris, a process that typically involves extensive
interaction with the covered company.*® An “Industry Note”” from Salomon Smith
Barney notes a 1% to 2% reduction in the “secular demand trend” for cigarettes over the
preceding decade, but then suggests several reasons why this trend might not persist:

*"British American Tobacco, Research & Development/Marketing Conference (c.
1985), as cited in National Cancer Institute, supra note 4, at 221.

3Goldstein/Krall Marketing Resources, Inc., 4 Qualitative Exploration of Smoker
Potential for a New Entry in the Ultra Low Tar Market Category (Jan. 1979), Bates
Numbers 2040066742-6766 at 2040066754,

%8See Philip Morris, Philip Morris U.S.A. Begins Limited Retail Sales Test in
Richmond on New Cigarette Smoking System (Aug. 17, 1998) (online at
http://www.philipmorrisusa.com/pressroom/content/press release/articles/pr_August 17

1998 PMUBLRST.asp.)
.S. Department of Justice, supra note 46, at 1112 (emphasis added).

#Salomon Smith Bamey Industry Note, Tobacco: Initiating Coverage of the
Tobacco Industry (Apr. 29, 2002).

11
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Because most of the so-called news is already priced in, we do not expect a major
shift in the secular demand trend for cigarette consumption. If anything, we
might see the secular demand trend increase, as technology will play an
increasingly important role for this industry in the future. Often it is fun to
speculate about what this industry will look like in five years. If Philip Morris or
the other manufacturers [are] successful in developing, marketing, and selling a
reduced-risk cigarette, we may start to see consumption closer to flat and maybe
even increase slightly. Keep in mind that for the approximate 50 million adult
smokers in the United States, we believe smoking is something that, for the most
part, they truly enjoy. Therefore, if there is an opportunity to develop a reduced-
risk cigarette that, of course, burns, and tastes very similar to conventional
cigarettes, this could possibly prevent people from quitting and may encourage
some people to start smoking . . .. As the leader in so many things, Philip Morris
has been working on a reduced-risk product and may be ready to introduce
something this year or next year.”

Other companies explicitly market their products as an alternative to quitting. For
example, R. J. Reynolds’s advertising for Eclipse declares: “the best choice for smolkers
who worry about their health is to quit. The next best choice is Eclipse.”™

Although UST says publicly that it wants to promote smokeless tobacco as a safer
alternative o cigarettes, internal documents suggest that it is.actually pursuing a “dual
use” strategy. In 2000, UST President Murray S. Kessler presented the company’s
“Strategic Plan.” The first slide states: “Solid Fundamentals . . . Smoking Restrictions
Fuel Category Growth.” The second slide elaborates: “Solid Fundamentals'. . .
Promoting Dual Consumption.” The slide indicates that “dual usage” rose from 27% in
1998 to 33% in 1999.

UST’s support for “dual usage” became explicit in August 2001 with the launch
of Revel, a small pouch containing smokeless tobacco. UST markets Revel as “a fresh
new way to enjoy tobacco when you can’t smoke.” ‘One advertisement states, “If you are
a smoker, here are two words that will transform the way you enjoy tobacco: Anytime.
Anywhere.” In describing the campaign, UST President Kessler has said, “Whether
restricted on an airplane, in a meeting, on the factory floor, or in a shopping mall, we
believe that Revel is the answer adult smokers have been secking.”*

*1d. at 2 (emphasis added).

%R J. Reynolds Tobacco Company, Making the Switch (online at http://www.R.J.
Reynoldst.com/Tl/TIpremier_eclipse.asp).

61Murray S. Kessler, United States Tobacco Co. Strategic Plan (2000) (emphasis
added).

2Smoke Screens: Alternatives to Traditional Cigarettes May Have Retailers

Reassessing Their Display Priorities, Tobacco Retailer (Dec. 2001) (online at
http://www retailmerchandising.net/tobacco/2001/0112/01 1 2smk.asp).

12
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The public health implications of encouraging dual use are profound. Dual use
can offer smokers a way to sustain addiction to nicotine, diminishing the incentive to
quit. A recent study of smokeless tobacco use among teenage boys in Sweden found that
71% of smokeless tobacco users also smoke cigarettes, and dual users smoke more than
those who smoke cigarettes alone.”

Star Tobacco’s smokeless product Ariva is also marketed for “when you can’t

smoke.”™

D. Exploiting the Absence of Effective Regulation

Health officials did not recognize the dangers posed by “light” and “low tar”
cigarettes before it was too late. Without full access to information; some government
officials even believed that substantial disease reductions were likely among “light” and
“low tar” smokers.* For decades, ci garette manufacturers used numbers from the FTC’s

machine-based testing method in advertisements, with Brown & Williamson promoting
Carltor’s numbers on the basis of the “Latest U.S. Gov't Leboratory test.”%

LUl D adeiiaUwd o Ui Wl U
The absence of effective regulation means that even now, after scientific

consensus has been reached that “light” and “low tar” cigarettes are a fraud, these brands
still dominate the market for cigarettes. While several countries have moved to ban the
use of these misleading descriptors,”” not a single tobacco company has voluntarily
dropped the “light” or “low tar” label to communicate honestly with consumers. To the
contrary, Philip Morris and other companies have fought public health efforts to bar these
descriptors on the grounds of trademark nghts

3M. Rosaria Galanti, Seppo Wickholm, and Hans Gilljam, Between Harm and
Dangers: Oral Snuff Use, Cigarette Smoking and Problem Behaviours in a Survey of
Swedish Male Adolescents, European Journal of Public Health, 34045 (2001).

S%When You Can’t Smoke” is featured prominently on Ariva packages.
8See Tudgment, Price v. Philip Morris, supra note 39.
%National Cancer Institute, supra note 4, 1985 advertisement reproduced at 224.

See, e.g., Canada to Ban “Light” Labels on Cigarettes, Boston Globe (Aug. 14,
2001).

®®For example, Philip Morris has recently argued that Canada’s atternpt to ban
such descriptors as “light” and “mild” violates its trademark rights under the North
American Free Trade Agreement and World Trade Organization Technical Barriers to
Trade Agreement. Robert Weissman, Philip Morris’ Trade Card, Multinational Monitor
(Apr. 1, 2002).

13
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Today, the lack of effective regulation has resulted in the proliferation of bold and
sometimes contradictory claims for “reduced risk” products. Some companies, such as
Brown & Williamson, insist that modified tobacco can be made into cigarettes that offer
significant reductions in exposure and likely risk. Other companies, including UST, say
that all combusted products pose an unacceptable risk, but oral products (like smokeless
tobacco) do not. No agency has the authority to assess the claims made by the companies
before they are made, routinely review company research and documents, or set standards
for what might justifiably pose a reduced risk to consumers. Absent effective regulation,
it may be impossible to determine whether the new products have helped or harmed
public health for decades. )

V. CONCLUSION

The disastrous history of “light” and “low tar” cigarettes may be repeating itself
in a new generation of “reduced risk™ products. As in the past, tobacco companies are
making claims about the health benefits of their products; thete is evidence of deceptive
practices by the companies; and there is reason to believe that companies are marketing
their products to quitters and former smckers.

Absent effective regulation, it will be difficult if not impossible for consumers to
sort through a blizzard of health claims. As a result, unregulated marketing of “reduced
risk” tobacco products could undermine smoking cessation (which is proven to save
lives), cause former smokers to resume their addiction, and even attract young people to
tobacco products.
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Mr. WaxMAN. What this report underscores is the need for com-
prehensive FDA regulation of any reduced-risk claim. If health
claims are allowed for new reduced-risk products in the absence of
effective regulation recording another public health disaster, these
products can be deadly. They can deter cessation, cause former
smokers to resume their addiction, and even attract young people
to tobacco products. Let me put this as bluntly as I can. The to-
bacco industry cannot be trusted to regulate itself. These simple
but indisputable facts should shape today’s hearing. We cannot sit
by while a wild west of companies hawking their allegedly new and
improved products threatens the health of millions. Nor should we,
as Members of Congress, try to figure out for ourselves which
claims should be made by which companies and under what condi-
tions.

Today’s hearing will be most useful if we can work together to
understand how comprehensive FDA regulation of tobacco products
can be structured to best protect the public health. I believe the In-
stitute of Medicine has set out a workable approach to potential re-
duced-risk products, and I am pleased that the Institute is rep-
resented here today. I am also pleased that the National Cancer In-
stitute is testifying about the state of science, and that we have
been joined by distinguished experts from across the country.

And I appreciate that Philip Morris CEO, Michael Szymanczyck,
took the initiative to speak with me yesterday about some of these
issues and is here today as well. I look forward to the testimony
of all the witnesses and to working with my colleagues. This is not
a partisan issue. There should be no Democrat or Republican
views. We want what is best to protect the health of the American
people and not go down that road again that we did decades ago,
where the American people have been deceived into smoking a
product that has caused so much death and disease.

Chairman ToM DAvIS. Any other opening statements? If not, we
are going to move to our first panel of witnesses.

We have Scott Leischow, who is with the National Cancer Insti-
tute; Dr. Robert Wallace, from the Institute of Medicine who is not
here. I understand he is still at the hearing over at Energy and
Commerce. Do we have someone else from—come forward. Do you
have the testimony to give? You can take questions. Why don’t you
identify yourself for the record.

Dr. STRATTON. My name is Kathleen Stratton.

Chairman Tom Davis. Dr. Stratton, thank you very much for
being with us.

And, Mr. Lee Peeler from the Federal Trade Commission.

It is the policy of the committee that all witnesses be sworn be-
fore you testify. Please raise your right hands.

[Witnesses sworn.]

Chairman ToM DAvis. In order to allow time for questions, your
total statements are in the record; if you could try to keep it to 5
minutes. There will be a light on in front of you; when it turns or-
ange, 4 minutes are up, and red at 5. And that will kind of be a
guideline. Once it turns red, if you could move to sum up. Again,
your total statements are in the record. Members and staff have
read it and prepared questions based on that. So, we will give you
5 minutes to highlight.
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I will start, Dr. Leischow, if you would move to your right.

STATEMENTS OF SCOTT LEISCHOW, CHIEF, TOBACCO CON-
TROL RESEARCH BRANCH, NATIONAL CANCER INSTITUTE,
NATIONAL INSTITUTES OF HEALTH; LEE PEELER, DEPUTY
DIRECTOR, BUREAU OF CONSUMER PROTECTION, FEDERAL
TRADE COMMISSION; ROBERT WALLACE, CHAIRMAN OF THE
COMMITTEE TO ASSESS THE SCIENCE BASE FOR TOBACCO
HARM REDUCTION, INSTITUTE OF MEDICINE/NATIONAL
ACADEMY OF SCIENCES; AND KATHLEEN STRATTON, INSTI-
TUTE OF MEDICINE

Dr. LEiscHOW. Thank you.

Good afternoon. I am Dr. Scott Leischow, chief of the Tobacco
Control Research Branch at the National Cancer Institute of the
National Institutes of Health. Thank you, Representative Davis
and distinguished members of the committee for the opportunity to
be with you today to discuss the issue of tobacco harm reduction.
Let me begin by emphasizing three fundamental facts: No. 1, all
tobacco products are hazardous. No. 2, there is no safe level of to-
bacco use. And, No. 3, the only proven way to reduce the enormous
burden of disease and death due to tobacco use is to prevent its use
and to help users quit.

In NCT’s view, a product would be harm reducing if it actually
reduces disease and death for both individuals and the population
as a whole. This is an important distinction, because even if a to-
bacco product is shown to reduce disease risk in an individual, the
availability of products that claim to reduce harm may have harm-
ful consequences on the population. For example, smokers may see
reduced harm products as a viable alternative to quitting, and put
off making a quit attempt. Similarly, there is a risk that smokers
who have quit will return to using tobacco because they think that
these products may make it safe to do so.

The National Institutes of Health has funded many studies on
the health effects of tobacco over the last 50 years, and currently
funds a small number of investigator-initiated grants on tobacco
product health effects. We have also added questions about tobacco
product use and perceptions of tobacco products’ health risk to
NCTI’s Health Information National Trends Survey, which is in the
record. Additionally, the Centers for Disease Control and Preven-
tion laboratory is analyzing the chemistry of some newer tobacco
products.

The tobacco industry also funds research on potential harm-re-
ducing tobacco products. However, we know very little about their
studies, and it is uncertain how many have been made available
for objective scientific scrutiny.

A broad-based research effort involving numerous scientific dis-
ciplines is needed to answer critical questions about potential to-
bacco harm-reduction products. The Institute of Medicine report
entitled Clearing the Smoke, and the conclusions of a 2001 reduc-
ing tobacco harm conference that were published by Dorothy
Hatsukami and others recommend key research questions to be ad-
dressed.

We also need to be mindful of the lessons we learned from our
experience with so-called low tar and low nicotine cigarettes. When
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the causal relationship between cigarette smoking and lung cancer
was first established in the 1950’s, the tobacco industry began al-
tering its products by first adding filters, and then in the 1960’s
began marketing so-called low tar and low nicotine cigarettes.
However, because an extensive objective testing program of those
products was not put into place, it took more than 30 years to con-
clude that smokers who switched to light cigarettes did not reduce
their lung cancer risk. Research summarized in a recent NCI
monograph shows that many smokers switched to lower yield ciga-
rettes out of concern for their health in the belief that these ciga-
rettes are less risky or are a step toward quitting. In fact, the
monograph concluded that marketing and promotion of reduced
yield cigarettes may delay genuine attempts to quit. The light ciga-
rette experience taught us valuable lessons that we should not re-
peat in the future.

There are 46 million smokers in the United States, which rep-
resents just over 23 percent of the population. The prevalence of
smoking has decreased considerably since the early 1960’s, and
during the 1990’s, prevalence dropped approximately 1 percent per
year. Today we have much to offer people who smoke and want to
quit, including effective behavioral treatments and medications.
Smoking cessation medications must undergo extensive testing for
safety and effectiveness and be scrutinized through objective review
prior to the release to the public. When used as directed, about 25
percent of those using such products are able to quit smoking.
There is no clinical evidence that long-term use of nicotine replace-
ment medications cause harm.

Unlike nicotine replacement products for smoking cessation, to-
bacco products do not undergo rigorous objective scrutiny either for
their product constituents or tobacco industry claims. Tobacco con-
tains many disease-causing substances, including tobacco specific
nitrosamines, formaldehyde, arsenic, and benzopyrene. And restric-
tions on marketing are few. Thus, a new tobacco product might sit
on a store shelf next to an FDA-approved nicotine replacement
product which is marketed for smoking cessation. It is possible that
the similarity of these products will be confusing to the public and
imply that a tobacco product is safe and FDA approved when it is
not.

The NCI developed a position in 1991 where we recommended
that the public avoid and discontinue the use of all tobacco prod-
ucts, including smokeless tobacco. Additionally, the NCI stated that
nitrosamines found in tobacco products are not safe at any level.
Because the accumulated scientific evidence does not support a
change, we continue to endorse those statements. Furthermore, we
do not have enough evidence to conclude that smokeless tobacco is
a less hazardous alternative to cigarettes. A framework needs to be
developed and implemented for the independent and objective sci-
entific collection, review, and interpretation of data on tobacco
products purported to reduce harm. This approach is vitally impor-
tant so that data are optimally synthesized and disseminated to
scientists, health providers, policymakers, and the public.

This will ensure that the public has accurate, unbiased informa-
tion on risk and harm prior to being faced with deciding whether
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to use one of these tobacco products, an FDA approved medication
or no product at all.

The evaluation of new tobacco products purported to reduce
harm needs to be part of a broad tobacco control and prevention
initiative. We know that smokeless tobacco use causes disease, and
we do not know whether there may be any potential benefit in pro-
moting to current smokers the use of any of these products pur-
ported to reduce harm. The only proven way to reduce the death
and disease caused by tobacco use is to prevent youth from starting
to smoke and to help smokers quit. These are and must remain our
highest priorities.

Thank you again for this opportunity to provide comments re-
garding this very significant public health issue. And I am happy
to answer any questions you may have.

Chairman Tom Davis. Thank you very much.

[The prepared statement of Dr. Leischow follows:]
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Good afternoon. | am Dr. Scott Leischow, Chief of the Tobacco Control
Research Branch at the National Cancer Institute (NCI), of the National Institutes
of Health. Thank you, Representative Davis and distinguished Members of the
Committee for the opportunity to be with you today to discuss the issue of
tobacco "harm reduction.” Let me begin by emphasizing three fundamental
facts: (1} all tobacco products are hazardous, (2) there is no safe level of
tobacco use, and (3} the only proven way to reduce the enormous burden of
disease and death due to tobacco use is to prevent its use and to help users

quit.

In NClI's view, a product would be "harm reducing” if it actually reduces disease
and death for both individuals and the population as a whole. Thisis an
important distinction because even if a tobacco product is shown to reduce
disease risk in an individual, the availability of products that claim reduced harm
may have harmful consequences on the population. For example, smokers
may see reduced harm products as a viable alternative to quitting. Similarly,
there is the risk that smokers who have quit will return to using tobacco because

they think that these products make it safe to do so.

The National Institutes of Health has funded many studies on the health effects

of tobacco over the past 50 years, and is currently funding a small number of
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investigator-initiated grants on fobacco product health effects. We have also
added questions about fobacco product use and perceptions of tobacco
products’ health risk to NCI's Health Information National Trends Survey.
Additionally, the Centers for Disease Control and Prevention laboratory is
analyzing the chemistry of some newer tobacco products. The fobacco industry
also funds research on “harm reducing” fobacco products. However, we know
very little about their studies, and it is uncertain how many have been made
available for objective scientific scrutiny. A broad-based research effort
involving numerous scientific disciplines is needed to answer critical questions
about potential tobacco harm reduction products. The IOM Report entitled
"Clearing the Smoke,” and the conclusions of the 2001 Reducing Tobacco Harm
conference that were published by Hatsukami and others, recommend key

research questions to be addressed.

We also need to be mindful of the lessons we learned from our experience with
so-called “low tar and low nicotine” cigarettes. When the causal relationship
between cigarette smoking and lung cancer was first established in the 1950s,
the tobacco industry began altering its products by first adding filters to
cigarettes, and in the 1960s began marketing so-called “low tar and low
nicotine” cigarettes. However, because an extensive objective testing program

of those products was not put into place, it toock more than 20 years 1o conclude

The Science of Reduced Risk Tobacco June 3, 2003
House Government Reform Committee Page 2
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that smokers who switched fo light cigarettes did not reduce their lung cancer
risk. Research summarized in a recent NCI Monographt shows that many
smokers swilch to lower vield cigarettes out of concemn for their health in the
belief that these cigarettes are less risky or are a step toward quitting. In fact,
the Monograph concluded that markeling and promotion of reduced yield
cigarettes may delay genuine attempts to quit. The light cigarette experience
taught us valuable lessons that we should not repeat in the future.

There are 46 million adult smokers in the U.S., which represents just over 23% of
the population. The prevalence of smoking has decreased considerably since
the early 1940s, and during the 1990s prevalence dropped approximately 1%
per year. Today, we have much fo offer people who smoke and want to quit,
including effective behavioral freatments and medications. Smoking cessation
medications must undergo extensive testing for safety and effectiveness, and be
scrutinized through objective review, prior to their release to the public. When
used as directed, about 25% of those using such products are able to quit
smoking. There is no clinical evidence that long-term use of nicotine

replacement medications causes harm.

! David Burns, M.D. and Neal L. Benowitz, M.D., Risks Associated with Smoking Cigarettes
with Low Machine-Measured Yields of Tar and Nicotine, Smoking and Tobacco Control
Monograph Series vol. 13, 2001.

The Science of Reduced Risk Tobacco June 3, 2003
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Unlike nicotine replacement products for smoking cessation, tobacco products
do not undergo rigorous objective scrutiny either for their product constituents or
tobacco indushry claims. Tobacco contains many disease-causing substances,
including fobacco-specific nitrosamines, formaldehyde, arsenic, and
benzopyrene, and restictions on marketing are few. Thus, a new tobacco
product - marketed for harm reduction might sit on a store’s shelf next to an
FDA-approved nicofine replacement product which is marketed for smoking
cessation. 1t is possible that the similarity of these products will be confusing to
the public, and imply that a tobacco product is safe and FDA-approved when it

is not.

The NCli developed a position in 1991 where we recommended that the public
avoid and discontinue the use of all tobacco products, including smokeless
tobacco. Additionally, the NCI stated that nifrosamines, found in tobacco
products, are not safe at any level. Because the accumulated scientific
evidence does not support a change, we continue to endorse these
stalements. Furthermore, we do not have enough evidence to conclude that

smokeless tobacco is a less hazardous alfernative fo cigarettes.

A framework needs 1o be developed and implemented for the independent

The Science of Reduced Risk Tobacco June 3, 2003
House Government Reform Committee Page 4
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and objective scientific collection, review and interpretation of data on
tobacco products purported to reduce harm. This approach is vitally important
so that data are oplimally synthesized and disseminated fo scientists, health
providers, policymakers, and the public. This will ensure that the public has
accurate, unbiased information on risk and harm prior to being faced with
deciding whether to use one of these tobacco products, an FDA-approved

medication, or no product at all.

The evaluation of new fobacco products purported fo reduce harm needs to
be part of a broad fobacco control and prevention initiative. We know that
smokeless tobacco use causes disease. We do not know whether thare may be
any potential benefit in promoting fo current smokers the use of any products
purported to reduce harm. The only proven way to reduce the death and
disease caused by tobacco use is to prevent youth from starting to smoke, and

to help current smokers to quit. These are and must remain our highest priorities.

Thank you again for this opportunity to provide comments regarding this
significant public health issue. | am happy to answer any guestions you may

have.

The Science of Reduced Risk Tobacco June 3, 2003
House Government Reform Committee Page 5
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Chairman Tom DAvis. Mr. Peeler.

Mr. PEELER. Thank you for the opportunity to appear here today
and discuss the FTC’s role in the potential advertising in reduced-
risk tobacco products. My prepared statement represents the views
of the Commission, and my oral remarks and responses to ques-
tions today represent my own views and do not necessarily rep-
resent the views of the Commission.

The FTC’s mission is to prevent unfair methods of competition
and unfair or deceptive acts or practices in the marketplace. The
Commission does this by ensuring that advertising and marketing
claims are truthful and not misleading. Our jurisdiction over the
advertising and marketing claims includes jurisdiction over claims
for cigarettes, smokeless tobacco, and other tobacco products.

The FTC’s law enforcement activities involving tobacco advertis-
ing and promotion date back to the 1930’s. Congress has also given
the Commission administrative responsibilities for the health
warnings required on the cigarette packaging and advertising
under the Cigarette Act, and both administrative and enforcement
responsibilities for the health warnings required on smokeless to-
bacco packaging and advertising under the Smokeless Tobacco Act.

The Commission does not prescreen advertising or marketing
claims for tobacco or any other product. Instead, the agency ad-
dresses deception through post-market law enforcement action.

The marketing of potential reduced-risk tobacco products is an
important question. Despite the government and public health com-
munities’ efforts, millions of Americans smoke today and are ad-
dicted 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 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 substantiated
marketing claims that a product will significantly reduce health
risk associated with smoking while satisfying the addicted smoker’s
craving for nicotine could provide a substantial benefit for those
consumers who cannot or will not quit. Conversely, if those claims
were untruthful, unsubstantiated, or misrepresented the extent of
the benefit, they would harm consumers. For those reasons, we re-
view the advertising for potential reduced-risk tobacco products on
a case-by-case basis to try to ensure that the information consum-
ers r(fceive about reduced-risk products is accurate and substan-
tiated.

First, we ask what messages consumers take away from the ad-
vertising in question. The next issue is whether those claims are
truthful, including whether they are supported by the necessary
substantiation. The Commission typically requires that health
claims be supported by competent and reliable scientific evidence.
In determining whether harm reduction claims are substantiated,
the Commission would turn to experts both inside and outside the
government science-based agencies for assistance in evaluating sci-
entific evidence.

In addition to discussing the role that we play regarding tobacco
advertising, the Committee has also requested that we address the
status of the U.S. Tobacco Petition, whether we have examined
statements by other tobacco products claiming to be less risky, and
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what action the FTC intends to take on these issues. As indicated
in our written statement, the U.S. Tobacco Petition was withdrawn
in April 2002 prior to the Commission’s ruling on it. UST has re-
cently submitted additional information and requested the FTC
consider holding a public forum to discuss the issues in the peti-
tion.

The FTC does monitor ongoing tobacco advertising, and has
taken action to challenge claims it believes to be deceptive or un-
substantiated, including our 1999 settlement with RJ Reynolds re-
solving alleged unsubstantiated implied claims that their no addi-
tive cigarettes were less hazardous than other comparable ciga-
rettes. I would caution, however, that the Commission investiga-
tions are nonpublic, and the fact that the Commission has not pub-
licly challenged any particular claim does not mean that the Com-
mission has approved it. We intend to continue to monitor tobacco
advertising and conduct investigations where appropriate, in addi-
tion, in consultation with scientific agencies, we will consider UST’s
more recent request for a public forum to discuss reduced-risk to-
bacco products.

Let me close by mentioning that in our view the discussion of po-
tential harm reduction tobacco products should also encompass the
question of whether so-called nicotine replacement products, which
are currently marketed only for smoking cessation purposes, have
a larger role to play in the harm reduction arena. These products,
which contain nicotine and no tobacco should certainly be further
evaluated for use by consumers who are addicted to nicotine.

Thank you for the opportunity to discuss the Commission’s role
in this important area.

Chairman ToMm DAvis. Thank you very much.

[The prepared statement of Mr. Peeler follows:]
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Mr. Chairman and members of the Committee, I am Lee Peeler, Deputy Director of the
Federal Trade Commission’s (“Commission” or “FTC”) Bureau of Consumer Protection. The
Commission is pleased to have this opportunity to provide information concerning the potential
advertising of reduced risk tobacco products.' This statement discusses the Commission’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, including the
advertising and promotion of cigarettes, smokeless tobacco, and other tobacco products, pursuant
to Section 5 of the Federal Trade Commission Act, 15 U.S.C. § 45, which prohibits “unfair or
deceptive acts or practices in or affecting commerce.” The Commission’s activities promote

informed consumer choice.

! The 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 Commission or any Commissioner.
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The FTC’s law enforcement activities involving tobacco advertising and promotion date
back to the 1930s.” 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 General of the United States to
establish an advisory panel to undertake a comprehensive 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
cigarette 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.’

? See, 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).

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

4 Pub. L. No. 89-92, 79 Stat. 282 (1965), as amended by Pub. L. No. 98-474, 98 Stat.
2204 (1984), and by Pub. L. No. 99-92, § 11, 99 Stat. 393, 402-04 (1985), current version at 15
U.S.C. § 1331 (1994).

* See Lorillard et al., 80 F.T.C. 455, 460-65 (1972) (consent orders). Under the orders
entered into with six tobacco manufacturers, the companies were required to disclose the

2
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Surgeon General'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
cigaretie compandes for failure to comply with the 1972 orders. See United States v. Lorillard,
No. 76-Civ. 814 (JMC) (S.DN.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 wamings. Letter from
Timothy 1. Muris, Director, Bureau of Consumer Protection, Federal Trade Commission, to The
Honorable John D. Dingell, Chainman, Committee on Energy and Commerce, U.S. House of
Representatives (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 cigareite packages. Shortly thereafter, Congress
amended the Cigarette Act to require rotational warmings for both advertising and package
Iabeling.
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Today, the Commission administers the Cigarette Act, and administers and enforces the
Comprehensive Smokeless Tobacco Health Education Act (“Smokeless Tobaceo Act”™).* The
Cigarette Act instructs the Commission to take certain steps to implement the mandated Surgeon
General’s health warnings.” The Smokeless Tobacco Act directs the FTC to promulgate
regulations governing the health warnings on packaging and advertising for smokeless tobacco
products. The Commission’s regulations specify the placement and rotation of the warnings, and
require companies to submit plans to the Commission setting forth their rotation schedules.®
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 activities
in the cigarette and smokeless tobacco industries.” Those reports provide information on sales

and on expenditures for various categories of marketing expenditures. The Commission issued

® 15U.S.C. §§ 4401-4408.

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

* 16 C.F.R. § 307.

° In addition, the Commission issued a report on cigar advertising and promotion in
1999.
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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 or practices in connection with the marketing and
sale of tobacco products. Pursuant to that authority, the Conumission has taken a number of law
enforcement actions against unfair or deceptive tobacco advertising and promotional practices.
For example, in 1983, the Commission sued the Brown &Willlamson Tobacco
Corporation over ads that continued to describe Barclay as a 1 mg. of tar brand, even
though the Commission had revoked Barclay's 1 mg. rating because the cigaretie’s
unusual design prevented the cfgarette test method from measuring Barclay's yields
on a basis comparable to other cigarettes.”” Moreover, in 1997, the Commission issued a
complaint against the R.J. Reynolds Tobacco Co. alleging that the company’s Joe Camel
advertising campaign caused or was likely to cause many young people to begin or continue to
smoke, thereby exposing them to significant health risks.'’ In 1999 and 2000, the Commission
entered into consent agreements with several cigarette manufacturers, resolving charges that their

advertisements implied that their “no additive” cigareties were safer than otherwise comparable

¥ F.T.C. v. Brown & Williamson Tobacco Corp., 580 F. Supp. 881 (D.D.C. 1983),
affd in part, remanded in part, 778 F.2d 35 (D.C. Cir. 1985).

Y 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
prejudice because the relief sought had been achieved through, inter alia, the master settlement
between the major tobacco companies and the attorneys general for 46 states.
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cigarettes because they did not contain additives.”” In 2000, the Commission also entered into a

consent agreement with a company claiming reduced health risks for its herbal cigarettes.”

2 Santa Fe Natural Tobacce Co., Docket No. C-3952 (2000) (consent); Alternative
Cigarettes, Inc., Docket No. C-3956 (2000) (consent); R.J. Reynolds Tobaceo Co., Docket No.
C-3892 (1999) (consent).

B Alternative 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
misrepresented the health risks of smoking certain non-fobacco cigarettes).
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Testing for the tar and nicotine yields of cigarettes is also conducted by the tobacco
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 government’s public health agencies
about what changes should be made in that methodology." The agency has also recommended
to Congress that authority for cigarette testing be given to one of the government’s science-based
public health agencies'® 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 pre-screen advertising claims for tobacco or any other
product. Instead, the agency addresses deception in the marketing of tobacco largely through
post-market law enforcement actions targeted against specific false or misleading claims or

unfair practices, just as it does for other products.

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

Y Federal 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 Cigaretie Labeling and Advertising Act 5-6 (1999).
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Despite coordinated efforts of the government and the public health community, tobacco
use in the United States continues to cause substantial health risks. Products that could
significantly reduce those risks could provide a substantial health benefit. For example, products
that satisfy a smoker’s craving for nicotine with substantially 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 markets 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 are smoked in an electronic lighter);
cigarettes and other tobacco products with reduced 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 cigarette.”

There are also products termed “nicotine replacement therapies™ (“NRT”) that the Food
and Drug Administration currently allows to be marketed for smoking cessation 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 reduction” use by people who are unable or unwilling to quit
smoking.

Finally, in February 2002, the United States Smokeless Tobacco Company (“USST”)

8
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petitioned the Commission for an advisory opinion regarding the acceptability of communicating
in advertising a harm reduction claim for smokeless tobacco. 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” fo discuss these
issues.

In considering advertising or other marketing claims by potential reduced risk tobacco
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 experience 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 is what messages consumers take away from the advertising in question. Taking into
account the full context of the advertising in which the claim appears,'® the Commission would

seek to identify the range of messages — both express and implied — that consumers would take

'® The messages consumers take away from a particular statement in an advertisement
depend on the overall context in which that statement appears. Accordingly, the Commission
ordinarily 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.
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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 substantiated. 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 determines 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 consequences 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 traditional
cigarettes, or whether a reduction in exposure to known carcinogens is associated with reduced
health risks, requires expertise in biclogy, chemisiry, toxicology, and epidemiology, among other
fields. Moreover, the scientific issues raised by purported reduced risk products are often not

only extremely complex, but may take years to develop.”” The Commission brings a unique

17 The history of low tar cigarettes provides an example. One recent survey of current
evidence concludes that although low tar cigarettes were initially roarketed as safer alternatives

10
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market-based expertise to its 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 requested the assistance of the
Department of Health and Human Services in connection with the test method that produces
cigarette tar and nicotine ratings, the Commission would require similar assistance in evaluating

the substantiation for advertising claims made for reduced-risk tobacco products.

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

¥ Tobacco 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 Protection Agency in the areas of energy conservation, gasoline marketing, and
claims for pesticides.

11
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Finally, although a determination that an individual risk reduction claim is truthful and
substantiated would end the Commission’s deception inquiry, broader public health issues may
remain.”® 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.”’ Similarly, some commenters questioned whether such advertising and
promotion might promote more widespread use of smokeless tobacco, rather than just as a

replacement for smoking.” Others, however, believe that notwithstanding this empirical

¥ E.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.”).

» E.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 Richard 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
become more atfractive to nonsmokers; and that some of those nonsmokers — once addicted to
nicotine — might switch to cigarettes). See also, e.g., WHO Scientific Advisory Committee on
Tobacco Product Regulation, Recommendation on Smokeless Tobacco Products 3 (2003) (listing
arguments against the use of smokeless tobacco for purposes of harm reduction); .

2 E.g., Letter from Matthew L. Myers, supra note 20 (despite USST’s stated interest in
making harm reduction claims to addicted adult smokers, FTC approval of petition would permit
it “to dissemninate 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, Srare 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

12
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question, the potential harm to public health is not clear enough to justify depriving individuals
of information they might use to reduce risks to their own health.”” This debate on the public
health effects of these alternative tobacco products is an important one the appropriate science-
based agencies of the government need to address.

Health claims in advertising, including tobacco advertising, are of particular importance

would allow USSTC {sic] and other companies to market their products with this claim to young,
non-tobacco users as well).

* L. 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
regulators; 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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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 discase, while
protecting them from claims that are not supported by sound scientific evidence. The agency is
committed to reviewing advertising 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
truthful 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.

14
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Chairman Tom Davis. Dr. Stratton.

Dr. STRATTON. Good afternoon, Mr. Chairman, members of the
committee. My name is Kathleen Stratton. I served as senior staff
director to the committee to assess the science base for tobacco
harm reduction of the Institute of Medicine. Dr. Wallace, whose
testimony I am presenting today, served as vice chairman of that
committee.

The work of the committee was conducted under a contract initi-
ated by the Food and Drug Administration. The committee began
its work in December 1999, and released its report, “Clearing the
Smoke, Assessing the Science Base for Tobacco Harm Reduction,”
in February 2001. The committee was asked to provide a frame-
work for the assessment of tobacco and pharmaceutical products
that might be used for tobacco harm reduction. However, the com-
mittee did not review specific products.

I would like to emphasize several of the committee’s principle ob-
jections, conclusions, and recommendations.

First, for many diseases attributable to tobacco use, reducing the
risk of disease by reducing the exposure to tobacco toxicants is fea-
sible. Therefore, manufacturers should have the necessary incen-
tive to develop and market products that reduce exposure to these
toxicants and have a reasonable prospect of reducing the risk of to-
bacco-related disease. This incentive mentioned is the ability of
manufacturers to make exposure reduction or risk reduction claims
if they are true. However, I must note that the report is supportive
of such claims only if made in the context of a comprehensive na-
tional tobacco control program that emphasizes abstinence-oriented
prevention and treatment, and if under the harm reduction frame-
work outlined by the committee, such as illustrated in the next
three points. These potential reduced exposure products have not
yet been evaluated comprehensively enough including for a long
enough time to provide a scientific basis for concluding that they
are indeed associated with the reduced risk of disease compared to
conventional tobacco use. Regulation of all tobacco products is a
necessary precondition for assuring a scientific basis for judging
the effects of using the potential reduced exposure products, and
for assuring that the health of the public is protected.

Finally, and most importantly, the public health impact of these
products is all but unknown. They are potentially beneficial, but
the net impact on population health, on public health could, in fact,
be negative. Therefore, the health and behavioral effects of using
these products must be monitored on a continuing basis. Basic clin-
ical and epidemiological research must be conducted to establish
their potential for harm reduction for individuals and for popu-
lations.

The committee outlined 11 principles for regulating these prod-
ucts as you have mentioned, Mr. Chairman. The principles address,
for example, disclosure of product ingredients, toxicity testing, pre-
market approval of claims, and issues related to labeling, advertis-
ing, and promotion, and postmarketing surveillance of the effects
of these products on the American public’s health.

I would like to conclude this testimony by summarizing three key
public health messages about the potential for improving health in
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the face of the availability of the potential reduced exposure prod-
ucts.

First, the committee unanimously and strongly held that the best
strategy to protect human health from the dangers of tobacco is to
quit or not start tobacco use in the first place.

Second, with the appropriate and comprehensive research, sur-
veillance, education, and regulation, these products could possibly
reduce the risk of tobacco-related disease. However, the net health
impact is, once again, I should say, all but unknown. Claims of re-
duced risk to the individual may well not translate into reduced
harm to the population. Although a product might be risk reducing
for the individual using it compared to conventional tobacco prod-
ucts, the availability of these products might increase harm to the
population. This could occur if tobacco users who might otherwise
have quit do not, if former tobacco users resume use, or if some
people who would not otherwise have initiated tobacco use do so
because the perception that the risk of these new products is mini-
mal and therefore acceptability.

Third, a comprehensive and verifiable surveillance system is the
crucial link between the availability of reduced exposure products
and reduced risk to the individual and reduced harm to public
health. It is imperative that we understand what the American
people are doing with regard to these products and what is happen-
ing to their health.

Thank you for the opportunity to address you on this important
topic. A copy of my testimony and a copy of the report, Clearing
the Smoke, have been submitted for the record. I am happy to an-
swer any questions about the report.

[The prepared statement of Dr. Wallace follows:]
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Good morning, Mr. Chairman and members of the Committee. My name is Robert Wallace.
I am Professor of Epidemiology and Internal Medicine at the College of Public Health,
University of lTowa. I served as Vice-Chairman of the Committee to Assess the Science Base for
Tobacco Harm Reduction of the Institute of Medicine. The Institute of Medicine operates under
the 1863 charter by Congress to the National Academy of Sciences to advise the government on

matters of science, technology, and health.

The work of the committee was conducted under a contract initiated by the Food and Drug
Administration. The committee began its work in December 1999 and released its report,
Clearing the Smoke: Assessing the Science Base for Tobacco Harm Reduction, in February
2001. For the purposes of this report and in keeping with general deﬁnitions, tobacco harm
reduction refers to decreasing the burden of death and disease, without completely eliminating
nicotine and tobacco use. The committee was asked to provide a framework for the assessment
of tobacco and pharmaceutical products that might be used for tobacco harm reduction.

However, the committee did not review specific products.

I’d like to emphasize several of the committee’s principal objectives, conclusions and
recommendations.
1. For many diseases attributable to tobacco use, reducing the risk of disease by
reducing exposure to tobacco toxicants is feasible. Therefore, manufacturers should have
the necessary incentive to develop and market products that reduce exposure to tobacco
toxicants and that have a reasonable prospect of reducing the risk of tobacco-related

disease.
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This incentive is the ability of manufacturers to make exposure-reduction or risk-
reduction claims. However, I must note that the report is supportive of such claims only
if made in the context of a comprehensive national tobacco control program that
emphasizes abstinence-oriented prevention and treatment, and if under the harm
reduction assessment and regulatory framework outlined by the committee, such as

illustrated in my next three points.

2. These potential reduced-exposure products have not yet been evaluated
comprehensively enough to provide a scientific basis for concluding that they are
associated with a reduced risk of disease compared to conventional tobacco use.
Consumers therefore should be fully and accurately informed of all the known, likely,
and potential consequences of using these products. The promotion, advertising, and
labeling of these products should be firmly regulated to prevent false or misleading

claims, explicit or implicit.

3. Regulation of all tobacco products is a necessary precondition for assuring a
scientific basis for judging the effects of using the potential reduced-exposure products

and for assuring that the health of the public is protected.

4. Finally, and most importantly, the public health impact of these products is all but
unknown. They are potentially beneficial, but the net impact on population health, or
public health, could, in fact, be negative. Therefore, the health and behavioral effects of

using these products must be monitored on a continuing basis. Basic, clinical, and
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epidemiological research must be conducted to establish their potential for harm

reduction for individuals and populations.

The committee outlined several general principles for regulating these products. These

principles address, for example:

. disclosure of product ingredients,
. toxicity testing,
. premarket approval of claims, and issues related to labeling, advertising, and

promotion, and

. postmarketing surveillance.

I"d like to conclude my testimony by summarizing three key public health messages about
the potential for improving health in the face of the availabiiity of the potential reduced exposure
products:

1. The committee unanimously and strongly held that the best strategy to protect
human health from the dangers of tobacco is to quit - or not to start tobacco use in the
first place.

2. With appropriate and comprehensive research, surveillance, education, and
regulation, these products could possibly reduce the risk of tobacco-related disease.
However, the net health impact is all but unknown. Claims of reduced risk to the
individual may well not translate into reduced harm to the population. Although a

product might be risk-reducing for the individual using it compared to conventional
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tobacco products, the availability of these products might increase harm to the

population. This could occur if:

. tobacco users who might otherwise have quit do not,
. former tobacco users resume use, or
. some people who would have not otherwise initiated tobacco use do so because of

perceptions that the risk with these “new” products is minimal and therefore acceptable.
3. A comprehensive and verifiable surveillance system is the crucial link between
the availability of reduced exposure products and reduced risk to the individual and
reduced harm to public health. It is imperative that we understand what the American

people are doing with regard to these products and what is happening to their health.

I thank you for the opportunity to address you on this important topic. A copy of my
testimony and a copy of the report, Clearing the Smoke, have been submitted for the record. I

am happy to answer any questions about the report.
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Chairman ToMm DAvis. Thank you all very much.

Let me just start the questioning, Dr. Leischow, let me start with
you.

I know that the NIH has funded many studies on the health ef-
fects of tobacco over the last 50 years, but we really don’t know
much about what is in cigarette smoke. Well, let me ask you this.
How much do we know about what is in cigarette smoke causing
smoking-related illnesses?

Dr. LEiscHOW. Well, actually, there has been a fair amount of re-
search that was conducted at NCI in the 1970’s that looked at to-
bacco products even with the intent to create a so-called safer ciga-
rette. That program didn’t continue. The scientific community has
actually not conducted a lot of research in the last few years. Much
of it has been done by the tobacco industry, and much of that re-
search we don’t know. I would have to provide some testimony
after this on some of the specifics regarding tobacco products and
what we know about the exact constituents.

Chairman ToM DAvis. I understand your position, that no to-
bacco product that you can conceive of is safe today. But let me just
ask you this. In your opinion, is it feasible to include tobacco prod-
ucts that, while not safe, provide a safer source of nicotine to the
consumer as part of efforts to reduce tobacco-related morbidity and
mortality?

Dr. LEiscHOW. There is no evidence that——

Chairman ToMm DAvis. I didn’t ask that.

Dr. LeiscHow. OK.

Chairman ToMm DAvis. We don’t know at this point.

Dr. LEiscHOW. Right.

Chairman ToM DaAvis. But if it were possible, would that be
something worth exploring? And if that were so, what agency
would we call on to regulate that and make the call to balls and
strikes?

Dr. LEiscHOw. Well, it wouldn’t be NCI. I mean, we are a sci-
entific agency. It would have to be a regulatory agency. That is not
something that we would make a decision on. I'm afraid I just don’t
have a good answer for that one.

Chairman ToMm DAvis. And you don’t know whether you could
make it safer or not at this point.

Dr. LEiscHOW. We really don’t know for sure. Certainly, the IOM
report indicated that it is scientifically conceivable, but it is going
to take a very extensive research and testing program. And, as the
IOH folks indicated, looking at surveillance, the product itself, how
people use the product, which we know is a critically important
point. You can create a product that has various changes in the
amount of nitrosamines or other carcinogens, and but how people
use that product will oftentimes determine what impact it has on
health. So there is a lot of research that needs to be done.

Chairman ToMm DAvIs. Dr. Stratton, do you have any thoughts on
that?

Dr. STRATTON. Dr. Leischow is correct, that the report said that
it was within the scientific realm of feasibility, but that they
haven’t been demonstrated and that there is too much that is un-
known. And more than the effects on the individual, the committee
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was particularly concerned about the impact of the products on
public health, which is even harder to understand.

Chairman Tom Davis. Right.

Dr. STRATTON. With regard to regulation, which I believe you
asked Dr. Leischow, the committee didn’t make a recommendation
of which specific agency, although it should have the regulatory au-
thority over these tobacco products, although it did say that the
Food and Drug Administration is the most likely, and at this point,
the most appropriate, although there could be another agency if the
right expertise were brought to bear. But there was an implicit
preference for the Food and Drug Administration to be given that
authority over tobacco.

Chairman ToM DAviS. There are products out there on the mar-
ket right now that purport to be safer from their own advertising,
lights, ultra lights, and the like. And we have no scientific, inde-
pendently verifiable data at this point that indicates that is true;
is that a fair statement?

Dr. LEiIscHOW. That is exactly right. And that applies to both
smoked tobacco products as well as smokeless tobacco products.
One of the challenges, as you indicated, that these products are on
the market—if I could even demonstrate. There is a product that
is marketed called Ariva. And this is certainly no endorsement for
products. But it is a tobacco product that is actually on the shelf
oftentimes right next to an FDA approved smoking cessation medi-
cation. Both of these products are, you know, it is a lozenge. So this
is a tobacco product, this is a pharmaceutical company FDA-ap-
proved product. Very similar. And we don’t know much about this
one. We know a lot about this one because it has gone through
FDA review. But this one is out there and consumers are using it
presumably and without again much information as to what the
impact is of its use.

Chairman ToMm DAvIS. But to some extent, doesn’t that make the
case that maybe this would be a good idea for the government to
look at those products and try to independently verify whether in
point in fact they do what they purport to do?

Dr. LEiIscHOW. Well, clearly as a research question, yes. And NCI
has conducted that research, and we funded research in that area.
It is critical that we understand how these products are used, what
their constituents are and what their health effects are, and then
sort of answer some of the surveillance questions: How do popu-
lations use them and what are the health effects?

Chairman ToM DAvVIS. I mean, one of the problems is that if you
have a safer product but it is not a safe product, you have a hard
time embracing that and trying to put any kind of approval on
that. And I understand that. You are the National Cancer Insti-
tute, and you don’t want to encourage somebody to do something
that is harmful to them even though it may be less harmful than
something else they would likely do otherwise. But the reality is
today a lot of people are using these products under the impression
that they are safer products, and there is no evidence that they
are. And the question, do we stand back and say, well, gee, you
know, we are going to wait for the ultimate-ultimate solution,
which may be politically not viable? Or do we take in and take a
step? And that is kind of the quandary we face here.
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Dr. LEISCHOW. And it is an important question. And the scientific
community has begun to look at what are the constellation of stud-
ies that need to be addressed. And in fact, there was a meeting in
February that included tobacco industry scientists and representa-
tives to even begin discussing how the tobacco industry may con-
tribute and play a role in the testing of products in such a way that
the public health community would find that acceptable. So there
is some movement toward exploring how we might do this. We
have to develop a framework and a set of parameters that are ac-
ceptable to all.

Chairman ToM DAvis. And the tobacco industry has certainly
done a lot of research.

Dr. LEISCHOW. Absolutely.

Chairman ToM DAvis. The sharing and the verifiability and all
that stuff remains to be seen.

My time is up. I am going to yield now to Mr. Waxman for 5 min-
utes.

Mr. WAXMAN. Thank you very much, Mr. Chairman. I think your
questions are right on point. If there are products that are out
there and people are being told these products are going to be safer
in some way, if that is not accurate, I think the public should have
some confidence that the government is regulating. And Dr.
Leischow, you testified that these light and low tar cigarettes do
not reduce the risk of lung cancer compared to regular tar ciga-
rettes, and that many smokers switch to lower yield cigarettes out
of concern for their health. Is that right?

Dr. LEIscHOW. Exactly.

Mr. WAXMAN. These are not new products. These have been out
there for 30 years and light and low tar brands are still among the
most popular cigarettes in the United States. And I believe and I
think all evidence points to the fact that people think they are
doing themselves a favor by smoking these brands as opposed to
any other brand.

Dr. LEiscHOW. Exactly. In fact, the questions you raised are ex-
actly why we have begun asking the public those questions through
a survey that is assessing how people perceive health risks. And so
we were asking about light cigarettes as well as the use of these
new purported harm reduction products.

Mr. WaAXMAN. Now Dr. Wallace, we are pleased that you are here
with us along with Dr. Stratton. The chairman says he needs to
swear you in before I ask you any questions.

Chairman Tom DAvis. I just have to

[Witness sworn.]

Mr. WAXMAN. The Institute of Medicine has looked at the issue
of this harm reduction, tobacco harm reduction. Do you believe
there is adequate evidence to address whether some of these newer
products actually reduce risk to health?

Dr. WALLACE. No, sir. That was the conclusion of the committee,
that there was not sufficient evidence in the general case. A lot of
the evidence rests with the long-term health effects of the products.
Other evidence has to do with the standardization and what really
is coming, what really gets into the body when the product is used.
And still other evidence has to do with the public health side of
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this, which is, what is the impact of a particular product used on
other people, on children, on changing practices by adults.

And so we felt that, while harm reduction was feasible, that, in
fact, the evidentiary case, the scientific evidence has not been made
yet.

Mr. WAXMAN. Dr. Leischow held up two packages of little cap-
sules. One has been approved by the FDA as a nicotine delivery
system to help people give up smoking. The other is a tobacco prod-
uct with nicotine that is supposed to be sold to people with the
idea, if they can’t smoke, they should suck on this mint, tobacco
mint with nicotine in it.

Dr. Leischow, one was approved by the FDA and the other was
not.

Dr. LEIscHOW. Exactly.

Mr. WAXMAN. Now, this other product presumably is to encour-
age people not to give up smoking but to use this in addition to
smoking and during the times when they can’t smoke.

Dr. LEIscHOW. Right. In fact, the front of the box says: When you
can’t smoke, specifically.

Mr. WAXMAN. Now, there was a hearing in another committee I
happened to be in attendance, and the people that make the
smokeless tobacco are urging that they be allowed to advertise that
they are safer than cigarettes. One, there is no evidence they are
safer than cigarettes. But it seems to me that people who don’t
want to give up smoking but want something else will probably use
that product and smoke as well. Any evidence on that?

Dr. LEISCHOW. Actually, at this point, we don’t. It is our concern,
and that is why we need to track the products, track how people
use them, and again track the health effects of these products. So
this is a very fast-moving field. And the science quite frankly is
having a hard time keeping up with policy and with the use of the
product.

Mr. WAXMAN. Excuse me for interrupting, but I see the yellow
light. Rather than go to the FDA that has the scientific authority
to evaluate some of these products from a medical point of view,
people are going to the FTC because they say that the FTC should
not stop them from making advertising claims. Now, these products
that are out there, low tar and light cigarettes, were given a green
light by the FTC 30 years ago. That was a big mistake. We cer-
tainly don’t want to repeat that mistake with these new products.

Dr. Stratton, you said, the question is, who should regulate? Who
should regulate if we are trying to protect the public from products
that claim to be a safer alternative but are not a safer alternative?
Maybe Dr. Wallace wants to respond to this. Should it be the FTC,
the FDA? Who should regulate?

Dr. WALLACE. Sir, the report didn’t take a position on which
agency or agencies in the Federal Government should actually do
the regulation. My own personal view is that they were leaning,
our committee was leaning toward an FDA model, scientifically
based informed model.

Mr. WAXMAN. Thank you, Mr. Chairman.

Chairman Tom Davis. Thank you very much. Mr. Lewis, any
questions? Mr. Platts. Any questions over here on our side on this
panel? Mr. Schrock.
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Mr. ScHROCK. Thank you, Mr. Chairman. Let me associate my-
self with what Governor Janklow said. I'm a cancer survivor. And
I chose to smoke. I am going to make that clear. Nobody forced me
to do it, but when I was in Vietnam, they were free. Anything free
has to be good. Right? So I smoked myself nearly to oblivion. But
that doesn’t mean I blame anybody but myself. I did, and I choose
not to now, forcing my wife and son to choose not to, either.

But Mr. Peeler, I understand that Philip Morris USA has re-
cently petitioned the FTC to issue rules regarding the use of the
terms, as Mr. Waxman said, lights and low tars in light of conclu-
sions recently expressed by the NCI. What is the status of that re-
port? It may be in this volume of stuff, but I haven’t read it.

Mr. PEELER. I don’t think it is. It has been received by the FTC,
and we will evaluate it. It is exactly the type of issue that we
would seek out the opinions of the scientific agencies and the Fed-
eral Government in evaluating. And in fact, as indicated in our
written testimony, the area of tar and nicotine testing is an area
where the FTC has asked NCI’s assistance in the past, and we are
working with those agencies to try to develop an improved tar and
nicotine test to replace the one that exists now.

Mr. SCHROCK. Do you think that will be soon, the results?

Mr. PEELER. Well, when we have asked, what we have been told
is: You are an agency of lawyers and economists. You shouldn’t be
developing the scientific test methods. And we agree with that as
long as that test method is at the FTC. And we’ve recommended
that it be transferred legislatively. But as long as it stays at the
FTC what we would do is seek the advice of the government’s sci-
entific agencies on how to modify it. So the question of whether
that would be soon would be something you would have to ask Dr.
Leischow.

Dr. LEiscHOW. Where it stands is this: After the Monograph 13
was released, we indicated that we were quite interested in work-
ing with the FTC, and we remain so today. The request to the
FTC—the FTC request, I should say, initially went through the
previous Secretary for Health and Human Services. And we are not
clear whether NCI is still the agency that HHS would request to
do this. So, our interest is in working with FTC and determining
whether we are still the right agency, whether another one like
CDC or some other may be the optimal one to move forward. So
we are ready, willing, and able once we get a directive from the
new administration to do so.

Mr. SCHROCK. Keep us posted on that. Let me ask one more
question, Mr. Peeler. Given the criticism by the public health com-
munity of both the FTC test and the use of the terms like light,
what additional actions does the FTC plan to take in this area?

Mr. PEELER. Well, the first thing, I want to make clear that the
FTC has never approved of the use of the term low or light. Those
are under industry descriptors that are used under industry guide-
lines. And as you may know, there is a significant amount of litiga-
tion ongoing including litigation as part of the U.S. Government’s
Justice Department suit that involves those issues right now.

In terms of fixing our tar and nicotine testing system, which pro-
duces the numbers but not the descriptors, as I said, that is some-
thing that we have been actively engaged in looking for answers
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on. And we do want to work with the Federal Government sci-
entific agencies to develop a fix to that system.

Mr. ScHROCK. OK. The government moves slow. It would be nice
if they could move faster on this kind of stuff, that’s for sure.

Thank you, Mr. Chairman.

Chairman ToM DAvis. Thank you very much. Any questions on
this side? Mr. Ruppersberger.

Mr. RUPPERSBERGER. Thank you.

Well, this issue will go on for a long time. And really the issue
is, how far does the government go to regulate a habit that has
harmed a lot of Americans. But we have the issue now where peo-
ple are smoking, where there is addiction; and how do we deal with
it. There has been a lot of settlements, a lot of lawsuits involved.
I think the States are putting a lot of money into education and
to helping people understand where we need to go to deal with the
issue involving children.

I want to talk, just address a couple issues concerning consump-
tion, and reduce the consumption and maybe the eventual stopping
of smoking. Do the cigarettes attempt to reduce the amount of tar
and nicotine help smokers both reduce consumption and lead to the
eventt;lal stopping of their habit? Any data as it relates to that
issue?

Dr. LEISCHOW. No.

Mr. RUPPERSBERGER. Does the entire panel agree with that? And
no statistics or research one way or another?

Dr. LeiscHOWw. If I understand your question, I mean, the evi-
dence that was summarized in our Monograph 13 on light ciga-
rettes indicates that, in fact, that we have, in effect, sustained
smoking, you know, by having these products available. People get
a sense that they are using something that is safer, and they are
really not, ultimately.

Mr. RUPPERSBERGER. Let me ask you, how effective are items
like the patch and nicotine gum in reducing or assisting people to
stop smoking?

Dr. LEiscHOW. They can be quite effective. When used as tested
in the trials that got them approved by the FDA, 15 to 25 percent,
sometimes even higher quit rates. The challenge is in getting peo-
ple who buy them on the market and then altering the environ-
ment to use them according to the label. And that is one of the
challenges that again the scientific community and the pharma-
ceutical companies have before them. But these products can be ef-
fective when used appropriately. And we certainly hope that more
and new medications are developed in the future that are even
more effective.

Mr. RUPPERSBERGER. Let me ask you this: Besides the patch,
education, nicotine gum, are there any other remedies available to
help people quit?

Dr. LEIscHOW. Nicotine inhaler, nicotine nasal spray.

Mr. RUPPERSBERGER. What kind of inhaler? Is that a prescription
inhaler?

Dr. LEIsCcHOW. It is actually right now prescription in the United
States. In some other countries, it is actually over the counter.
Nasal spray, which is a prescription product. And then the product
called Zyban that is a brand name which is a nonnicotine medica-
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tion is also approved and has been shown to be effective for smok-
ing cessation.

Mr. RUPPERSBERGER. What would you like to see, as a group or
individually, what do you think needs to be done by the Secretary
of Health and Human Services to deal with the issue of first the
smoking addiction, and then second, to get into the issue that we
are talking about here today?

Mr. PEELER. Well, for FTC’s standpoint, I would reference you to
our prepared statement where we did say that we thought explor-
ing a greater range of possible claims for nicotine replacement
products would be something that we thought was valuable.

Mr. RUPPERSBERGER. Do you think we need more cooperation
from the Federal Government with the States, since the States
seem—the States have settled with the tobacco industry or have
programs themselves? Do you think the programs that you have
seen nationally are effective, or do you think one is different than
the other? How would you look at the pictures as relates to co-
operation between State and Federal and individual States?

Dr. LEIscHOW. It is variable. But, quite frankly, there is quite a
bit of cooperation that is happening now. CDC is the lead agency
in that respect. They are doing an absolutely bang-up job linking
the States and bringing various Federal partners into the mix. For
example, there is a group of States that have quit lines, toll free
quit lines. And so there has been an effort between the States and
Federal agencies to link those quit lines to see how we can most
effectively use those to help the millions of smokers in the United
States to quit.

Mr. RUPPERSBERGER. I see my time is almost up. I want to ask
this last question: Who is more likely to quit their addictions,
smokers or smokeless tobacco users?

Dr. LEiscHOW. To my knowledge, there has not been a head-to-
head comparison that way. Both involve——

Mr. RUPPERSBERGER. Should there be?

Dr. LEiscHOW. That’s a great idea. That’s a good research study.
And some of the other folks this afternoon may have answers to
that, Dr. Henningfield or others. But the challenge is that addic-
tion to nicotine is fundamental to both of them. Nicotine is exceed-
ingly addicting, and quitting either of those products is hard.

Mr. RUPPERSBERGER. In your opinion, do you think one is dif-
ferent than the other?

Dr. LeiscHOW. I have no evidence that one is easier or harder.
They are both difficult to quit in most cases.

Mr. RUPPERSBERGER. Thank you.

Chairman ToM DAVIS. Any other questions on this side? Mrs.
Blackburn.

Mrs. BLACKBURN. Thank you, Mr. Chairman.

Dr. Stratton, I think I would like to begin with you and then I
have a question for Dr. Wallace. And I want to talk with you a lit-
tle bit about timeframes and also what we can do at looking at
some of these incentives. You mentioned, Dr. Stratton, in the testi-
mony that you gave for us, that the committee had some objectives,
some conclusions, and some recommendations. And in this, at point
No. 1 for you, you said that for many diseases that are attributable
to tobacco use, reducing the risk of disease by reducing exposure
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to tobacco toxicants is feasible. Therefore, manufacturers should
have the necessary incentive to develop.

Now, in talking about this, looking at incentives, do you feel like
it is the government role to incentivize, that it should be the pri-
vate sector’s role to provide the incentive? Or what exactly do you
mean with that statement?

Dr. STRATTON. First, I would like to say that although it is the
first listed in my testimony, it is certainly not the primary or most
important. It does, however, set the stage for the following three
points: In my testimony, I hope I mentioned that the incentive that
the committee clearly intended was the ability to make exposure
reduction claims or risk reduction claims if they are true, and if it
is done in the context of comprehensive tobacco control and com-
prehensive tobacco regulation. So the incentive is the ability to
make claims, if they are true.

Mrs. BLACKBURN. Thank you.

And then Dr. Wallace, going to the IOM report, it is stated fre-
quently that it will be difficult and time consuming to determine
the degree of exposure reduction achieved. Now, do you have any
timeframe at all before a product could truly make a claim of re-
ducing risk; and how long are you talking there? Weeks, months,
years? And how can some of the delays be avoided?

Dr. WALLACE. First of all, there has to be I think enough of a
scientific base so that the product would be either out there already
or some tentative claim about exposure might be made. In terms
of the health outcomes, these, of course, can be many, many years.
Unfortunately for pregnant women, you can sometimes get answers
fairly quickly about the health of the fetus, for example. Certain—
for heart attacks, you might get an answer in a few years because,
in fact, there is a reasonable relationship between smoking ces-
sation for harm reduction and the risk of heart attack. For the can-
cers, for the chronic lung disease, for some of the other very impor-
tant outcomes of tobacco smoking, it could take decades. There may
be no way to compress that.

Mrs. BLACKBURN. Thank you very much.

Chairman Tom DAviS. Anyone else on this side like to be recog-
nized? Yes, ma’am, go ahead. The lady from California.

Ms. WATSON. Thank you, Mr. Chairman.

To the panel. In California, in the 1980’s we started doing in-
tense policymaking. Our ranking member was a leader in that ef-
fort. We finally got down to where we disallowed smoking on air-
planes. I just heard recently where a gentleman died of an asth-
matic attack after asking to be removed from the smoking section.

I want to know if the Institute—anyone who would like to re-
spond—has looked into if there are any advanced methods of clear-
ing the air in an airplane. Since most of us are global, and I believe
this is a Greek airline, I am not sure of the facts. I was just really
discouraged to hear that, A, they were allowing smoking; and, B,
someone who asked to be moved was not accommodated and he
ended up dying. I've always been concerned about that secondhand
smoke and smoking aboard planes. So have we done any more re-
search on clearing the air in that can or that plane of cigarette
smoke? Anyone that wants to respond.
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Dr. LEISCHOW. I'm unaware of that, and we can certainly explore
it and get information to you after this meeting.

Ms. WATSON. I believe at this time that most airlines inter-
nationally prohibit smoking, but I found that possibly there are a
few and there might be some coming from the Far East, but I
would like any information on that, if you know of any of the air-
lines. I think we need a drive internationally with the WHO about
prohibiting smoking on airlines because those airlines do come to
our shores and our airspace, and I'm very concerned. So if someone
can provide me that information at later time, I'd appreciate it.
Thank you.

Chairman Tom DAvVIS. Anyone else who wishes to be recognized
before we hear the next panel?

The gentleman from Missouri.

Mr. CLAY. Thank you, Mr. Chairman. Real quickly, just for any-
one on the panel, would someone who continues to smoke cigarettes
and has not been successful trying medicinal nicotine products be
better off switching to smokeless tobacco? And any one of you can
try to answer that one.

Dr. LEiIscHOW. We don’t have evidence on that. We don’t have
adequate evidence on that. There have been some claims made that
may be safer, but we still have a long way to go to understand
what the impact might be of a person doing that. So we just don’t
have the data.

Mr. CLAaYy. OK. The Royal College of Physicians in London has
concluded that the consumption of noncombustible tobacco is of the
order of 10 to 1,000 times less hazardous than smoking, depending
on the product. Does this conclusion provide substantiation for a
statement? Advertising that smokeless tobacco is significantly less
risky than cigarette smoking?

Mr. PEELER. When you look at substantiation in advertising, you
have to look at what the expressed claims are and the implied
claims. When you look at what claims consumers take out of adver-
tising, you look at both what the expressed claims are and what
the implied claims are. So if that claim was made in advertising,
we would want to know—we would want to answer two questions.

The first thing is we’d want to know was that recommendation
itself based on confident, reliable scientific evidence; and the sec-
ond thing we would want to know is did that advertisement convey
a broader claim that has proven that smokeless tobacco would re-
duce the risk? And in answering those questions, we would turn to
government scientific agencies to assist us in the evaluation of the
science.

Mr. CLAY. OK. Thank you. Thank you, Mr. Chairman. That’s all
the questions.

Chairman ToMm DAvis. Thank you very much.

Any other questions from Members?

The gentleman from Connecticut.

Mr. SHAYS. The gentleman asked the question about the Royal
College of Physicians. I would just like to ask the IOM, do you en-
vision any circumstance that would allow a product to be made, re-
duced exposure claims initially to make those later be followed by
actually reduced claims once the claims have been verified? In
other words, intuitively you say these are reduced claims, but you
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don’t have the documentation to establish it. Can you envision that
happening?

Dr. WALLACE. In fact, again we said that the answer is yes. We
said that this was feasible. We just don’t feel that the evidence is
in place yet for any of the products and that in the context of a
national tobacco control program and followup of populations to
know what’s happening to the community at large, to Americans in
general in their tobacco use habits that it’s entirely feasible that
these claims can at some point be made.

Mr. SHAYS. Does the panel basically accept that people will
smoke no matter how serious they believe the physical results can
be a negative? I mean, is there just a basic acceptance on the fact
that people are going to smoke? And that’s my question. I mean,
do any of you envision a world in which a country simply will not
have smokers? I'd like each of you to answer.

Dr. WALLACE. Just to start, we didn’t address the issue of prohi-
bition, if that’s where you’re going, but we certainly look at dif-
ferences in populations, differences among countries, effects of
treatments as they become available; and it’s not outside the realm
of possibility that in fact we can suppress the use of tobacco prod-
ucts to a substantial degree.

Mr. SHAYS. The basis for my asking this question is that when
you deal with an issue of a product being less harmful, we’re say-
ing it is harmful but it’s less harmful, the logic of having a less
harmful product is people are going to smoke and therefore better
that they smoke a less harmful or that they chew a less harmful
product to satisfy their desire to have tobacco, and all I'm doing is
just trying to understand the mindset. It’s not about prohibition.

Is there generally an acceptance on the part of you in the posi-
tions you’re in that we’re going to have a country in the world
where you’re going to have smokers, whether they smoke tobacco
or they chew it, and that better that it be—that there is a logic to
the process that we then try to encourage them and encourage the
companies to develop a less harmful product?

I can tell you what my answer is. My answer is, yes, they are
going to smoke and, yes, better that they have less harmful. I want
to know what you think. That’s what I'm asking. I will start with
you, Dr. Stratton.

Dr. STRATTON. Dr. Wallace and I actually represent the same or-
ganization, so hopefully we’ll give the same answer.

Dr. WALLACE. You can pass if you'd like.

Dr. STRATTON. I will pass to Dr. Wallace on this.

Mr. SHAYS. This might be the only fun we have today.

Dr. WALLACE. No. I wouldn’t do that to her.

Mr. SHAYS. I will defer to the chairman’s guidance, and you
should clearly.

Dr. WALLACE. Thank you. Just very quickly, I believe that the
very notion of harm reduction implies that at least in the foresee-
able future that there will be tobacco use and we did accept that;
and the committee, with all the caveats and programs that we rec-
ommended, accepted the notion of harm reduction as being feasible,
but it has to be scientifically proven and regulated, etc., and—but
we did accept that.

Mr. SHAYS. Mr. Peeler.
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Mr. PEELER. As we said in our written testimony, there are about
50 million Americans that smoke regularly, and I think there was
testimony this morning that quitting rates—while people quit, quit-
ting rates are pretty low. So we think that a large number of
Americans will continue to smoke and that if there were risk re-
duction products that can make truthful substantiated risk reduc-
tion claims, that could be beneficial to those smokers, but that
leaves open to the question that I think has been discussed here
this morning which is, you know, are there products that we are
confident enough will produce a risk reduction?

Mr. SHAYS. I will be finished just with your answer, Doctor.

Dr. LEiscHOW. I don’t see tobacco going away anytime soon, but
certainly within the realm of possibility that alternatives could be
created, there are pharmaceutical products that could deliver some
of the same constituents that people use nicotine products for, to-
bacco products for, but without all the harmful substances. So cer-
tainly it’s within the realm of possibility. Scientifically how it will
play out is, of course, unclear.

Mr. SHAYS. Thank you, Mr. Chairman.

Thank you, gentlemen.

Chairman Tom DAvis. Thank you, Mr. Chairman.

The gentleman from Maryland, Mr. Van Hollen.

Mr. VAN HOLLEN. Thank you, Mr. Chairman.

I just have a few questions for Mr. Peeler, trying to get a sense
of the difference in responsibilities and oversight with respect to
FDA versus the FTC. Because if we’re going to get truthful an-
swers to these scientific questions, it seems to me we’re better off
if we get them before the fact than after the fact, and you said the
FTC can only really jump in here after a claim has been made for
the most part. So, just to be clear, FDA can assess the scientific
claims before approving a product; is that right?

Mr. PEELER. For most products that FDA regulates—I mean, it
varies with the product, but for most products, particularly if it
was a risk reduction claim, FDA would preapprove that claim be-
fore it was made.

Mr. VAN HOLLEN. Right. And the FTC does not have that author-
ity?

Mr. PEELER. No. The FTC does not have the authority to
preapprove claims.

Mr. VAN HOLLEN. And with respect to marketing claims made
before the marketing of the product and the ability to put restric-
tions on the claims that are made, FDA has that authority now;
is that right?

Mr. PEELER. Not for tobacco products. I mean, that’s why you're
here.

Mr. VAN HOLLEN. No. I understand that. But with respect to
other products, where scientific claims are made about the medical
efficacy of those products.

Mr. PEELER. With respect to drug products, that’s true of other
types of products, not for all the products FDA regulates. The
FTC’s authority, again, is to take action if the advertising is either
deceptive or if it’s unfair, and it’s really the deception analysis that
applies primarily to advertising.



74

Mr. VAN HOLLEN. When you look at that, do you look at just the
very narrow question about whether someone has made an outright
false statement or do you also look at the broader question about
whether people might be misled about a particular product?

Mr. PEELER. We clearly look at the broad question of whether
people will be expressly or implicitly misled. But as we indicated
in our testimony, there are a number of public health questions
that have been raised that go beyond, that look at deception which
have been discussed here this morning that we would not nec-
essarily look at after determining that there was adequate substan-
tiation.

Mr. VAN HOLLEN. Right. I guess maybe—correct me if I'm wrong.
My understanding was with respect to light and low tar cigarettes
that FTC has not disputed those claims, is that right, that have
been made with respect to advertising of those products?

Mr. PEELER. I would not say that’s correct. We have reports
going back as early as 1981 questioning low and light claims and
raising concerns about them. We continue to operate our tar and
nicotine testing system, and we’re seeking advice on how to change
the numbers. We have never officially endorsed low or light ciga-
rette claims.

Mr. VAN HOLLEN. Not endorsed, but I mean the advertising
that’s been going on for years and years now, you've never stopped
it, have you?

Mr. PEELER. We have not taken any law enforcement actions
against it. I believe that those claims are subject to the Justice De-
partment’s ongoing litigation.

Mr. VAN HOLLEN. Let me ask you, do you believe that people
have been misled into thinking that those products are safer than
the other cigarette products?

Mr. PEELER. Well, I think, given the fact that’s in litigation be-
tween the United States and the companies right now, I just leave
it with that.

Mr. VAN HOLLEN. I just think it points to the weakness some-
times in protecting public health through the FTC, which is that
you’re only able to get into the game after a product is being adver-
tised. In this case, it’s been advertised for years, and I think com-
mon sense will tell you most people think that the claims of low
tar and light cigarettes means it’s in fact healthier when in fact it
has not been proven.

Mr. PEELER. Right, and we have put out consumer education say-
ing that is not right, that the only way to reduce your—the only
safe cigarette is not smoking.

Mr. VAN HOLLEN. It’s not right, but they continue to be able to
advertise that; right? Right?

Mr. PEELER. There are still claims on packages, yes.

Mr. VAN HOLLEN. Thank you.

Chairman ToMm DAvVIS. Any more questions of this panel before
we move on to the next panel?

If not, let me dismiss this panel with our thanks. Thank you very
much. You've added greatly to our wealth of information.

We'll take about a 3-minute recess as we switch. We'll be back
in about 3 minutes.

[Recess.]
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Chairman ToMm DAvIS. We now move to our second panel.

We have Michael Szymanczyck, CEO of Phillip Morris USA;
Dorothy Hatsukami from the University of Minnesota; Dr. Jack
Henningfield from Johns Hopkins University School of Medicine;
Dr. Lynn Kozlowski from Penn State University. David Sweanor is
still at the other hearing. He’s from the Non-Smokers’ Rights Asso-
ciation.

Excuse me. He just came. Perfect timing.

Do you need a minute or anything or are you OK?

Mr. SWEANOR. I'm fine.

Chairman Tom DAvis. David Burns from the San Diego School
of Medicine, and Mr. Richard Verheij from U.S. Smokeless Tobacco.
He’s here as well now. Great.

As the policy of our committee, we swear in all the witnesses be-
fore you testify.

[Witnesses sworn.]

Chairman ToMm DAvIS. In order to allow time for questions, if you
would limit your testimony to 5 minutes or thereabouts. When it
turns orange, 4 minutes is up. When it’s red, your 5 minutes are
up and move to summary.

Mr. Szymanczyck, I will start with you, and we’ll move straight
down the row. Thank you for being a witness. You're testifying
here today voluntarily, and we’re happy to have you. Thank you.

STATEMENTS OF MICHAEL E. SZYMANCZYCK, CHAIRMAN AND
CEO, PHILIP MORRIS USA, INC.; DOROTHY K. HATSUKAMI,
PROFESSOR, UNIVERSITY OF MINNESOTA; JACK
HENNINGFIELD, PROFESSOR, DEPARTMENT OF PSYCHIA-
TRY AND BEHAVIORAL, JOHNS HOPKINS UNIVERSITY
SCHOOL OF MEDICINE; LYNN T. KOZLOWSKI, PROFESSOR
AND HEAD OF DEPARTMENT OF BEHAVIORAL HEALTH,
PENNSYLVANIA STATE UNIVERSITY; DAVID T. SWEANOR,
SENIOR LEGAL COUNSEL, NON-SMOKERS’ RIGHTS ASSOCIA-
TION; DAVID M. BURNS, PROFESSOR, SAN DIEGO SCHOOL OF
MEDICINE, UNIVERSITY OF CALIFORNIA; RICHARD H.
VERHEIJ, EXECUTIVE VICE PRESIDENT, U.S. SMOKELESS TO-
BACCO CO.

Mr. SzymaANCczYCK. Thank you, Mr. Chairman and members of
the committee. On behalf of the more than 12,000 employees of
Philip Morris USA, I am very honored today to respond to the
thoughtful questions that the chairman posed regarding the devel-
opment of potentially reduced risk and reduced exposure of tobacco
products. I think these issues are important and timely, especially
in the context of the unique dangers of tobacco.

There is no safe cigarette. Smoking causes lung cancer, heart dis-
ease, emphysema, and many other diseases; and the best way to
reduce the risks of these diseases is to quit. Smoking is addictive,
and the public health community unanimously encourages people
to quit smoking. Nevertheless, many adults continue to smoke, and
these millions of adult smokers should not be discarded by our na-
tional tobacco policy. In addition to preventing you from smoking
and encouraging cessation, the government should seek products
that will be of potential benefit to these people.
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These issues have been significant factors in leading us to
strongly support passage of meaningful and effective regulation of
tobacco products by the Food and Drug Administration, like that
contained in the chairman’s bill H.R. 140 and like a great majority
of the bill introduced in the last session by Senators Kennedy and
DeWine, S. 2626.

We believe that these objectives can best be achieved by FDA
regulation. Guided by the Institute of Medicine’s landmark report
on reduced risk and reduced exposure to cigarettes, that report
commissioned by the FDA suggested 11 regulatory principles as a
road map to the development and the scientific and social evalua-
tion of these products.

At Phillip Morris USA one of our highest priorities has been and
continues to be the development of cigarettes that have the poten-
tial to reduce harm caused by smoking, and the lessons we have
learned reaffirm the Institute’s recommendations. Simply put, the
public health community has identified a number of compounds
that are harmful to smokers without definitively settling on any
specific one or combination as the recognized cause of lung cancer
or other diseases. Accordingly, our strategy at Philip Morris USA
is to try to reduce smokers’ exposure to as many of these com-
pounds as we can with products that are acceptable to consumers
and don’t cause unintended consequences in the marketplace. If we
are successful in finding ways to reduce harmful compounds and
smokers’ actual exposure to them under real world conditions, we
believe that, although it will take some time, the FDA will be in
a position to help us evaluate whether our product development ef-
forts are actually reducing the risk of tobacco-related diseases
among current smokers.

At Philip Morris USA we have extensive internal and external
research programs, and we believe that we are making progress
with two distinct types of products. One product, called Accord, is
an electronically heated cigarette, heating tobacco to a lower tem-
perature which yields lower quantities of certain potentially harm-
ful compounds. A second product is a traditional cigarette with a
state-of-the-art activated carbon filter which likewise reduces some
of the compounds in smoke.

We strongly agree that the Federal Government should help de-
termine what is and what is not a reduced exposure or a reduced
risk tobacco product. The best approach is for the FDA to make
such determinations based on the best available scientific informa-
tion and to encourage innovation and competition in the develop-
ment of new technologies. Then the FDA should play an important
role in overseeing any claims, explicit or implied, made by manu-
facturers regarding potential benefits.

As I remarked earlier, there is a real urgency to this legislation.
As the IOM noted, novel tobacco products are being introduced and
marketed today without significant regulatory oversight, and we
are convinced that the status quo doesn’t serve smokers or society.

As an example, we may soon face a serious dilemma. If we be-
come convinced that a product is potentially better for the con-
sumer, presenting real reduced exposure, that may one day reduce
the risk of a disease, the fact is that until FDA oversight is in place
we will not have an accepted and official external process to review
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our work. We intend to responsibly bridge this transition period
and to continue to take our research to a number of government
agencies and scientific organizations for review and comment, but
in the context of this situation, the sooner we have FDA regulation
the better for everyone.

These issues are complex and controversial, but we pledge to be
a constructive force in shaping this policy and to work with anyone
and everyone who wishes to join into this challenge, and we thank
the committee for holding this hearing and for attention to this
matter.

Chairman ToMm DAvis. Thank you very much.

[The prepared statement of Mr. Szymanczyck follows:]
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I. Introduction

On behalf of the more than 12,000 employees of Philip Morris USA, | am
honored to submit these remarks regarding reduced exposure and reduced risk
tobacco products, including their potential health impact and the challenges of
sensibly regulating them. In particular, 'm here to emphasize our strong support
for passage by the 108" 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 Committee for its leadership in holding this hearing. We
agree with the Committee’s 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 uniformiy

throughout the tobacco industry.
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We very much appreciate having been invited to testify at today’s hearing,

and hope to use the opportunity to convey three critical points that we believe are

relevant to the issues the Committee 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 products
as we move forward.

We would like very much to be able to bring these products to
market in the regulated 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 industry, are properly regulated, given both the dangers of the products

and the acknowledgement that adults should continue 1o 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 [OM published its report,
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Yet today, there is still no FDA authority o 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 consequences for the millions of consumers, employees,
tobacco growers and retailers who will be dramatically affected by the results of
Congressional action.

1. 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 certainly 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 constructive force in the effort that lies ahead to shape this
policy. ‘

When we say that we strongly support “effective” regulation by tﬁe FDA,
we mean it. We're not playing word games or referring to a weak or watered-
down plan, “Effective’, to Philip Morris USA, means a regulatory plan that is
designed and funded in a way that can fully accomplish its stated objectives,
including:

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

« And guiding the accurate communication of any implications of switching
to reduced 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 consequences...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. Although 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, working 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 example, how we and the rest of the tobacco
industry should communicate to consumers about our products. What rules
there are increasingly arise at the state level, which will inevitably lead to
conflicting standards that could confuse consumers, disrupt interstate commerce
and significantly complicate orderly and uniform 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
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being a responsible, effective and respected manufacturer and marketer of
tobacco products for adults who smoke. We believe Americans support
meaningful and effective new regulation 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 momentum that has
developed toward reducing the incidence of youth smoking. However, 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
cigarettes, some were understandably surprised and skeptical, in part because
our company - along with other major manuifacturers, retailers and advertising
groups — had opposed the agency’s assertion of jurisdiction over tobacco
products under the medical device statute in 1996. Our opposition to FDA’s
unilateral initiative was not disagreement with regulation per se, but rather
disagreement with that specific kind of regulation. We continue fo 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 tobacco regulation needs to focus on
how we can reduce the harm to society of a dangerous, agriculturally-based
product that is nonetheless legal for adults to use, and the medical device rules

simply are not suited to that purpose.



84

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
Chairman Davis and Representative Mcintyre, and S. 2626 from the last
Congress, sponsored by Senators Kennedy, DeWine and others -- regulate
tobacco products under a new chapter of the Food, Drug & Cosmetic Act
designed especially for such products. We're convinced that this is the right
approach, and are extremely encouraged by the enormous similarities between
the two bills. We believe that there is far more commaon ground in our views than
there are differences. And, although on some issues there are some important
divergences of opinion among the varidus stakeholders on a few issues, they are
truly differences in degree only.

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

The IOM Report “recommends strengthened federal regulation of all
modified tobacco 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
1OM Report; many of these elements are aiready contained in bills such as H.R.
140 from this Congress and S. 2626 from the 107" Congress. As a step in

moving forward to a thorough discussion of what we believe are the best
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components of an FDA regulatory process, we respectfully offer the following
observations about IOM’s 11 principles, the degree to which they are already
refliected in bills like H.R. 140 and S. 2626, and ways in which we think that the
iegislation can be improved so as to better translate the 10M Report’s principles

into legislative language:

IOM Principle #1

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

e 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 heaith risks of smoking, inciuding
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 ingredient we
use.

e Translation info 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 listing 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 guantity in each brand and subbrand”, as well as “All
documents (including underlying scientific information) relating to research
activities, and research findings, conducted, supported, or possessed by
the manufacturer...”

|OM Principle #2

The Principle, All tobacco products should be assessed for yields of
nicotine and other fobacco toxicants according to a method that reflects
actual circumstances of human consumplion; when necessary to support
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claims, human exposure to various tobacco smoke constituents should be
assessed using appropriate biomarkers. Accurate information regarding
yield range and human exposure should be communicated 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 results obtained from such
methods.

« Translation into Legisiative 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 817(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 cther 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.

1OM Principle #3

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

« 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 evidence that
this change reduces biological activity in appropriate cellular and
laboratory animal models; (ili) measure or model adult smoker
exposure to the smoke from these cigarettes; (iv) share these results
with the scientific and public health communities to seek to gain
their agreement that the test results are scientifically valid and
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relevant to aduit smokers, and aiso support a conclusion that the
new cigarette design may, in fact, reduce the risks of smoking; and
{v} work with regulatory agencies to appropriately communicate
these results and their significance to adult smokers.

» 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 resuits in ingestion or
inhalation of a substantially lower vield 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 scientific
community in general, is prepared to conclude that a particular new
cigarette will actually reduce the risk of contracting a tobacco-related
disease.

!OM Principle #4

The Principle. Manufacturers should be permitted to market tobacco-
related products with exposure-reduction or risk-reduction claims only
after prior agency approval based on scientific evidence (a) that the
product substantially reduces exposure to one or more fobacco loxicants
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.

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 compounds 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
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manufacturers to support them, should be different than with respect
to claims of actual risk reduction.

* 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-reduction) 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 shouid be permitted rather
than suppressed. We would respectfully suggest that the language in
both bills could be improved by adding clauses that would both specifically
incorporate 10M’s exposure-reduction concept, 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 |OM 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
heaith perspective is to quit. 1OM 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 indicated 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 products 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 manufacturer, not the government. The agency
should have the authority and resources to conduct its own surveys of
consumer perceptions relating to these claims.

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

10
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« Translation into Legislative Language. In addition to the analysis
above regarding 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 consideration 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 relating 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 incorporate 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
manufacturers 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.

« Philip Morris USA’s Position. We support this principle as
articulated and further 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.

« 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 manufacturer if the Secretary
determines that postmarket surveillance of the tobacco product is
necessary to protect the public health or is necessary to provide
information regarding the health risks and other safety issues involving the
tobacco product.” 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.

11
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IOM Principle #7

The Principle. in the absence of any claim of reduced exposure or
reduced risk, manufacturers of tobacco products should be permitted fo
markst new products or modify existing products without prior approval of
the regulatory agency after informing 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, pulmonary disease, adverse
reproductive effects or other adverse health effects, compared to similar
conventional tobacco products, as judged on the basis of the most current
toxicological and epidemiological information.

« 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 appropriately 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
product 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 products 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 manufacturers to certify that any new product (including
any existing brand which is introduced with changed characteristics}
would not present increased risk, and then, on the basis of such
certification, to introduce the product (without reduced risk or
exposure 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 product’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 tobacco products from further regulation. In whatever form
they eventually take, performance standards (see Principle #9 below)
would apply to all tobacco products (whether on the market today or
introduced in the future).

« 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

12
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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 east 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 likelihood that the tobacco product is not
substantially equivalent to a fobacco product commercially marketed
(other than for test marketing) in the United States...” Finally, the concept
of “substantial equivalence” is defined in section 910(a)}(2) of HR. 140 -
consistent with IOM’s “no increased risk” concept -- as being a product
that either “has the same characteristics as the predicate tobacco product’
or, in the aliernative, “has different characteristics and the information
submitted contains information, including clinical data if deemed
necessary by the Secretary, that demonstrates that it is not appropriate to
regulate the product under this section because the product could not
reasonably be expected to increase the health risks to consumers
compared to a conventional tobacco product that is commercially
marketed 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 foxicological review.

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

« Translation into Legisiative 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.

1OM Principle #9

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

» 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 imposing mandatory performance standards
on tobacco products, even including those that would require design
changes that consumers might not like. Our main concern with this

13
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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 impose performance standards requiring changes
that are so radical that tobacco products are effectively banned, or
consumers are driven away from the legitimate market 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 benefit 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 ingredients 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, inciude the power to prohibit the use of any
ingredient shown to increase health risks even if the ban would
impact the product’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 — including 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 impact 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 persuasive powers and regulatory
tools to encourage consumers to quit, or — by utilizing the reduced
risk/reduced exposure authorities contemplated by IOM’s other
principles -- to switch to products whose design and composition
the agency favors from a public health perspective.

Ingredients. The major legislative proposals currently under
consideration — including 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 itis
used to ensure that ingredients do not increase the inherent risk of
cigarette smoking, including 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 submit all of its ingredients to rigorous FDA review
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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 authority to remove from the market
ingredients...that do not meet [a] test of no increased 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 example, to prohibit
specific ingredients solely because they improve the taste of a
tobacco product, on the theory that, by trying to make the producis
taste bad, consumption 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 principie 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 products...[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 inherent 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

.’ Indegd, the reason that the Supreme Court rejected FDA’s initial "medical device” tobacco ruie
is that it determined that, under that approach, the agency would have been required to ban
tob_acco products, and that such a ban could not be squared with the overail national tobacco
policy already put in place by Congress.
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authority so that it is focused on encouraging quitting and harm
reduction 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 elimination of smoke constituents {the
compounds produced by tobacco when burned), that will seek to
reduce harm while ensuring that the agency will not order mandatory
performance standards that are technically infeasible, or could only
be met by design changes in tobacco products that adult smokers
find unacceptable. For example, if there is no limitation whatsoever
contained in the performance standard authority, 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.

» Translation into Legislative Language. H.R. 140 and S. 2626 both fully
embody — 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

adopt performance standards for a tobacco product if the Secretary
finds that a performance standard is appropriate for the protection
of the public heaith. 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 appropriate for the protection of the
public health, including provisions, where appropriate--(i) for the
reduction [or elimination]® of nicotine yields of the product; (ii) for
the reduction or elimination of other harmful constituents or harmful
camponents 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

* This bracketed language appears only in S. 2626,
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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 legitimate and that adults should continue to be
permitted to consume them if they wish. We respectfully suggest,
however, that Congress consider revising this language, insofar as it
relates to ingredients, to more fully reflect IOM's “no increased risk”
concept.

For the same reasons, we appreciate the fact that H.R. 140’s performance
standard 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 design 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 proliferation 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 alternative 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 I0M, 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
healih.” 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 regard that every regulated consumer product is governed by a
statutory standard reflecting Congress’ policy judgment as to the values
governing the rulemaking process. 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 particular type of motor
vehicle...”, and standards under the Consumer Products Safety Act
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require a finding regarding “...the probable effect of such rule upon the
utility, cost, or availability of such products to meet such need.”

Our view is that FDA's performance standard authority should recognize
{obacco 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 public 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.

The opposition by some to any notion of “consumer acceptability” for
tobacco products 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.”
There are respanses 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 measured 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 $. 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. n 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 conseguences, and serve the public health
objective 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.

10M Principle #10

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

3 Written statement of Matthew L. Myers, President, Campaign for Tobacco-Free Kids, to Senate HELP
Committee (September 19, 2002).
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s Philip Morris USA’s Position. We support this principle. We have
spoken extensively about the need for meaningful and effective
regulation of tobacco products; such regulation can be neither
“meaningful” nor “effective” without adequate enforcement powers
for the FDA.

s Translation into Legisiative Language. H.R. 140, like S. 2626 before it,
fully incorporates 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 manufacturers and importers are required to fully comply
with the full panoply of restrictions, requirements and standards that the
agency decides to impose.

1OM Principle #11

The Principle. Exposure reduction claims for drugs that are supported by
appropriate scientific and clinical evidence should be aliowed by the FDA.

o 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 -- encompasses cessation of tobacco use,
including the use of pharmaceutical therapies for those smokers
who want to quit, are having difficulty, and believe that the
treatments might help.

« Translation into Legislative Language. [OM 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
calegories is, as the Supreme Court has already found, simply taking the
wrong approach.
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Hl. 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 fo
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 |OM 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. Accordingly, our basic strategy is to reduce smokers’ exposure
to as many of these compounds 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 actually reducing the risk of tobacco-related
diseases among current smokers. Then, determinations can ultimately be made

about whether any reduced-risk tobacco product results in overall harm reduction
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across the population, because its risk-reduction 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 oversight 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 ourselves are successful at developing and making
available tobacco products that reduce smokers’ exposure to harmful compounds
compared to conventional cigarettes, and second, that current smokers are given
a reason — through the communication of truthful, non-misieading 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 overail harm caused by smoking will be meaningfully reduced.

We have extensive research programs, both éxternal and internal, that are
focused 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 development efforts to develop and launch cigarettes that

significantly reduce smokers’ exposure to compounds that have been identified
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by public health authorities as harmful or potentially harmful. We are making
progress in this area, and hope to introduce new products with appropriate

consumer communications as quickly as possible.

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 it cigarette burns; the lower the
temperature of the tobacco, the lower the quantities of certain harmful
compounds. In comparing the EMC 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 oniine at

hitp://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’ behavior 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
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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 de\relopment ofa
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. 1t 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 flavers

trapped by the carbon.

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 botentiaily harmful. But we believe
that these product technologies show promise for the future, and that the FDA
should be empowered 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

smaking.

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
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smokers. We see little overall benefit to consumers or society if harm reduction
is not pursued in the context of cigarettes that adult consumers will conﬁnue to
enjoy smoking. As the 1998 Canadian Experts’ Committee on this subject
concluded, “[iff 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 {o a general koverview of the policy issues relating to
potentially reduced 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 recommendations -- is an essential component to an effective
overall harm reduction strategy, the debate over whether this strategy is a good

oneg, and the consequences of simply preserving the status quo.
The Need for FDA Regulation of Innovative Tobacco Products

We strongly agree with the 1OM Report that governments should help
determine what is, and what is not, a “reduced exposure” or “feduced risk”
tobacco product. Clearly, the best approach is for regulatory authorities to make
such determinations, based on the best available scientific information. As the
IOM Report indicates, a product should be designated and marketed as “reduced
exposure” or “reduced risk” upon an adequate showing of potential exposure or
risk reduction to current smokers. Whether a product offers potentially reduced

exposure or risk to an individual smoker is a purely scientific (as opposedto a
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policy) question that FDA should determine based on the data; the policies of
encouraging quitting, discouraging nonsmokers from starting and asséssing
overall harm reduction across populations is a separate question, and can and
should be dealt with through post-market 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 process to deny mimons 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 potential to offer reduced exposure or reduced risk, the best approath 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 regardjng these tobacco products is an
undertaking requiring great care and attention; we are mindful of the critical need
for manufacturers 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
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scientific issues of potential 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 developments that individuals may find to be beneficial
or important. The key here is for all communications to consumers tb be truthful

and not misleading in the context of the fact that there is no safe cigarefte.
The Debate Over Harm Reduction as a Strategy

The IOM Report was commissioned by the FDA to (in the Report's words)
“address the science base for harm reduction from tcbacco. The committee
concluded early in its deliberations that the science base for harm reduction will

evolve over fime.”

’We’re keenly aware that some members of the public health community
are opposed to the very concept of developing and offering “reduced exposure”
or “reduced risk” tobacco products, because they are concemed that their
availability might discourage smokers from quitting or encourage them to start
smaoking. These advocates appear to believe that the only acceptable message

for the government to communicate, irrespective of potential alternatives, is a
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directive o not consume tobacco products at ali. Philip Morris USA respectfully
disagrees with this way of thinking, and strongly believes that it would be wrong,
if products that could uitimately reduce 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 misleading — should be disclosed
to consumers, so that they can consider the information and then decide for

‘themses\fes 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 wiil
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 products are
being developed and offered as harm-reducing alternatives to
conventional tobacco products...Manufacturers should be permitted
to market tobacco-related products with exposure reduction or risk
reduction claims only after [FDA] approval based on scientific
evidence (a) that the product substantially reduces exposure fc 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,
compared with whatever benchmark product [FDA] requires to be
stated in the labeling... [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...
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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 consequences 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 ragulatory oversight recommended by the {OM
Report, Philip Morris USA is, as discussed in section 1l of this statement, making
a genuine effort to develép potentially reduced exposure products in accordance
with the Report's recommendations, recognizing that there is currently no
regulatory agency to validate Philip Morris USA’s research and development
efforts, or any independent scienﬁﬁc experts available to fully assess these

efforts without funding from either the government or ourselves.
The Status Quo is Unacceptable

The guestions regarding the IOM Report’s recommendations and harm
reduction as a sirategy are important ones, worthy of thorough discussion, and
we urge Congress to find the common ground and to pass legistation which will
finally resolve them.

Without Congressional action, Philip Morris USA will continue 1o face a
genuine dilemma. We're aware that it would not be ideal to begin to

communicate to consumers about our new products’ potential benefits in the

absence of FDA regulation; this is an important reason that we have been
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seeking it for such a long period of ime. However, without new legisiation and
the regulatory oversight that would follow, 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, ér not communicating information 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 Morris USA’s compeﬁtofs
are already communicating directly with consumers about their new product
designs; as the 10M itself said in its report, “marketpiace forces already at work
have put this issue on the public policy agenda, and new prodtcts are being
developed and offered as harm-reducing alternatives to conventional tobacco
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
‘i truly the millions of adult smokers in this country who have the most at stake
nere; we strongly believe that we would all be doing them a real disservice if we
fail to come together to support the passage of legistation that will implement the
JOM 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.



108

V. Conclusion

We believe that Congress has the opportunity to forge a new national
tobacco policy that will create substantial new authority for the FDA to adopt
regulations for tobacco products in accordance with the principles articulated in
the 10M Report, while continuing to permit adults who wish to use them fo do so
legally. The issues you are considering today could make a substantial
contribuﬁc'n to progress towards that goal. We hope this statement prov‘ides you
with helpful input, and makes it clear that our company truly is supportive of a
comprehensive and effective new regulatory regime that includes every area
addressed by the IOM Report, and in practice 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 whatever 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 chauenge; and commend this Committee for the progress this hearing

represents as a critical next step.
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Annex 1

THE DEBATE OVER REDUCED-EXPOSURE AND
REDUCED-RISK TOBACCO PRODUCTS: Full Disclosure
vs. Government Suppression of Truthful and Non-Misleading
Information

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 associated with conventional tobacco
products by, for example, lowering the smoker’s exposure to toxic
substances in the smoke. This paper takes the view that the approach
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-misieading information
about the product.

Executive Summary

The debate over how to regulate these products has resulted in a debate over
consumer communications, On one side are those who share the view that the
government should simply evalnate 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
mote people to start smoking in the first place and/or by discouraging from quitting
people who adopt the misguided view that smoking Is now “safe.” Therefore, this
contingent supports giving the government qutherity to suppress reduced-exposure and
reduced-risk claims about tobacco products.

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

The notion that benefits would result from suppressing truthful and non-
misleading 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
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from this kind of paternalistic assumption, however, is not one that the Constitution
recognizes as legitimate. Further, even if suppressed by the government, information
concerning novel fobacco products is likely to reach consumers throngh 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
public health. In order to provide this speculative benefit to certain individuals, the
government 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
information, would be denied the ability to select products with demonstrated potential
benefits. Thus, a significant part of the population may be denied crucial information 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:

o 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

o stress other public health programs to encourage smoking cessation and
prevention,

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 “[i}f the First Amendment means anything, it means that regulating speech
must be a last - not first -- resort.” Thompson v. Western States Medical Center, 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 approach 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 misled . . . .” Institute of Medicine, “Clearing
the Smoke: Assessing the Science Base for Tobacco Harm Reduction” (2001}, at 7-13.
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L BACKGROUND

In 2001, the Commitiee to Assess the Science Base for Tobacco
Harm Reduction (the “Committee”) of the Institute of Medicine (“IOM”)
issued a report on reduced-exposure and reduced—risk tobacco products

commissioned by the Food and Drug Administration (“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 Committee
referred to as “potential reduced-exposure products,” or “PREPs”), the Committee stated:

“The committee did come to conclude that regulation of
PREPs is necessary and feasible . . .. [R/egulation is
needed to ensure that the product labeling and advertising
do not mislead consumers and accurately describe the
products’ risks, including the uncertainties that can only be
resolved after long-term use. Consumers should not use
these new products on the basis of explicit or implicit
claims that these products carry less risk than traditionat
tobacco products unless such claims are true. Absent
careful regulation of industry claims about these producis,
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 actually 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
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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.”’

This type of two-prong standard -- with a “scientific merits prong” and an
“gppropriateness” prong - appears to respond to those segments of the public health
community that have called for FDA discretion to suppress reduced-risk claims,
notwithstanding their veracity, based on their potential effect on consumer behavior. See,

.., 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 Authority Over Tobacco

(Feb. 18, 2000) (“FDA should have the authority to prohibit . . . health claims that have
an adverse effect on the overall risk to the American public . . )7

Thus, under this two-prong standard, even if valid scientific evidence
demonstrates to FDA’s satisfaction that a product presents potential benefits, the agency
could prohibit trathful and non-misleading information about the product’s reduced-
exposure or reduced-risk potential from being communicated to consumers in the

marketplace.

! Seee.g., HR. 936, 108" 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 to the public when
compared to other tobacco products,” and that in approving reduced-risk claims, FDA must “ensure [the
claim’s} acenracy and, in the case of advertising, . . . prevent such statement from increasing, or preventing
the contraction of, the size of the overall market for tobacco products” (emphasis added).

% For 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 produets.” H.R. 936 § 575(a)(2).
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1L 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 cessation
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 cessation 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
information about the product. Rather, the government must adopt more tailored
restrictions 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 regulating 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 . ... Ttis
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.”

Virginia Bd. of Pharmacy v. Virginia Citizens Consumer Council, Inc., 425 U.S. 748,

770 (1976).
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“[B]ans 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

|
restrictions were not sufficiently tailored to fit the govermment’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